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(i) 
STATEMENT OF QUESTIONS PRESENTED 

Where the United States alleges that certain articles of drug are 
misbranded in three separate respects under the Federal Food, Drug, 
and Cosmetic Act, and the owner of those articles concedes mis- 
branding in two respects but denies misbranding as to the third, 

1. Is the judgment on the pleadings, entered on motion of the 
United States, limited in effect to the conceded matters of misbranding? 


2. If the judgment on the pleadings affects only the conceded 
issues of misbranding, can the subsequent administrative relabeling 
process go beyond the scope of that judgment and be utilized to resolve 





the disputed and undetermined issue of misbranding? 


3. Having determined in its discretion that the articlés should 
| 
be released for relabeling, did the court below abuse its discretion by 
revoking such release and ordering destruction of the articles merely 


because the owner insisted that the judgment on the pleadings and the 


relabeling process were limited in scope? 











JURISDICTIONAL STATEMENT 
STATEMENT OF THE CASE 
STATUTES AND RULES INVOLVED 
STATEMENT OF POINTS 
SUMMARY OF ARGUMENT 
ARGUMENT 


1. The judgment on the pleadings was based solely on the admitted allegations 
of misbranding. Appellant's denial that the use of the name heaeiaal con- 
stituted a misbranding was taken as true. . «* . 


The subsequent relabeling under administrative sapnentiton was limited in 
scope by the judgment on the pleadings . . . . . « . 


The court below plainly abused its discretion in reversing its prior judgment 
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JURISDICTIONAL STATEMENT 1 

The United States, appellee herein, filed a libel of information 
in the District Court praying seizure and condemnation of certain 
articles of drug in accordance with the Federal Food, Drug, and 
Cosmetic Act, 21 U.S.C. Sec. 301 et seq. These articles ‘were 
alleged to be misbranded in certain respects. They were further 
alleged to be illegally within the jurisdiction of the District Court 
and thus to be liable to seizure and condemnation under the Act. 
Buticaps, Inc., appellant herein, filed an answer to this libel which 
conceded certain misbrandings but denied the alleged misbranding as 
to the use of the name "Buticaps." Judgment on the pleadings was 
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entered and the court indicated in a memorandum that the packages 
were to be released for relabeling in accordance with Sec. 334(d) of 
the Act. The court later denied appellant's motion to release for 
relabeling. It then entered a decree of condemnation and destruction. 
From that decree, appellant now appeals to this Court and invokes its 
jurisdiction under 28 U.S.C. Sec. 1291. 


STATEMENT OF THE CASE 

This proceeding was instituted on November 30, 1955, by the 
filing of a libel of information on behalf of the United States (J. A. 1). 
The object of this libel was 204 packages of capsules, known as 
"Buticaps, " then in the possession of The Hecht Company in Washington, 
D.C. Each package contained 30 capsules, composed of wholesome 
vitamins and minerals, designed to be used as internal skin condi- 
tioners. The capsules in 127 of the packages were for use with normal 
or dry skin, while the other 77 packages contained capsules for use 
with oily skin. 


The libel sought seizure and condemnation of the 204 packages, 
alleging that they were misbranded when introduced into and while in 
interstate commerce within the meaning of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. Sec. 301 et seq.) Specifically, the libel 
complained of two types of alleged misbrandings: 


(1) Paragraph 3 of the libel (J. A. 5) alleged that the 
package labels, a leaflet entitled "Buticaps" enclosed in 
each package and an accompanying promotional booklet 
contained false and misleading statements as to the arti- 
cles being an adequate and effective treatment for speci- 
fied skin disorders and blemishes. 





3 


(2) Paragraphs 4 and 5 of the libel (J. A. 5,6) alleged 
that certain designations of vitamins and proteins on the 
package labels were false and misleading. | 
Subsequently, upon motion of the United States (J. A. 8), the libel 

was amended to allege an additional misbranding: | 

(3) Paragraph 3(a) was added to the libel (J. A. 9)) 
alleging that the use of the name "Buticaps” on the package 
labels, the leaflet and the booklet was false and misleading 
in that it suggested that the capsules would beautify the skin 
of the user. 

Seizure of 223 packages of Buticaps was duly made pursuant to 
court order. A claim was then filed on behalf of Buticaps, Inc., 
appellant herein, asserting ownership of the seized packages (J. A. 10). 
Thereafter an amended answer was filed by the appellant (J. A. 11). 
This answer, in order to minimize the expense of legal proceedings, 
admitted the alleged misbrandings numbered (1) and (2) above, but 
denied allegation (3) above relating to the use of the name "Buticaps." 








The United States then moved, pursuant to Rule 12(c) of the 
Federal Rules of Civil Procedure, for judgment on the pleadings "on 
the ground that all material facts stated in the libel, as amended, have 
been admitted by the amended answer filed herein." (J. A. 12-13). 


The appellant filed a memorandum setting forth its position on 
this motion for judgment on the pleadings (J. A. 13). It stated that 
appellant "does not oppose libelant's Motion for Judgment on the 
Pleadings" and that it "concedes that libelant's Motion for Judgment on 
the Pleadings should be granted, but disagrees with libelant's views of 
its consequences." (J. A. 14). The consequences of granting the motion, 





1 A claim had previously been filed on behalf of Fox Drug Co., which then filed an answer denying 
all the material allegations of the original, unamended libel. (J.A. 7) After the libel'was amended by 
adding paragraph 3(a), the District Court permitted the Fox Drug Co. to withdraw its claim and leave 
was granted to file a new claim on behalf of Buticaps, Inc, Buticaps, Inc., then filed an amended 
answer to the amended libel (J.A. 11), 
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appellant argued, were that appellant's "pleading with regard to the 
name ' Buticaps' must be taken as true.” (J. A. 14) In other words, 

"a decree entered by the Court on such a motion is based on a finding 
that the two counts in the libel to which the claimant admits are the 
basis for granting the judgment and that the third count of the libel re- 
lating to the name "Buticaps" is taken to be false since it is an alle- 
gation of the moving party which has been denied.” (J. A. 14). Accor- 
dingly, if the motion were granted and the packages were released for 
relabeling in accordance with Sec. 304(d) of the Federal Food, Drug, 
and Cosmetic Act [21 U.S.C. Sec. 334(d)], the administrative officials 
of the Department of Health, Education and Welfare could not there- 
after insist that the use of the name "Buticaps" was misleading and 
that a new name must be adopted in the process of relabeling. Follow- 
ing oral argument by counsel, the District Court on January 25, 1957, 
filed a "Memorandum" (J. A. 15). This memorandum stated that the 
"Government's motion for judgment on the pleadings is granted, and 
apart from that is not opposed by the libelee."” The memorandum went 
on to state: "That being so, the seized articles are released in the 
discretion of the Court under the provisions of 21 U.S.C. Sec. 334(d) 
for relabeling.” A proviso was then added with respect to the posting 
of a bond by the appellant, the requirement that the relabeling take 
place under the supervision of the appropriate administrative officials, 
and the bearing of expenses by the appellant. The memorandum ended 
with the words "Order accordingly." 


On February 19, 1957, the court signed and filed a formal order 
for judgment on the pleadings, which recited that "This cause came on 
to be heard on plaintiff's motion for judgment on the pleadings, which 
were not opposed by the libelee, and it appearing to the Court that 
plaintiff is entitled to judgment in his favor on the undisputed and un- 
contested facts appearing in the pleadings, it is ORDERED, that judg- 
ment on the pleadings be entered in favor of plaintiff." (J. A. 15-16). 
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Appellant believed that a formal order releasing the articles 
for relabeling under Sec. 304(d) was necessary and that the court's 
memorandum of January 25, 1957, did not constitute such an order. 
Accordingly, appellant filed a motion to relabel condemned articles 
(J. A. 16), requesting "an order directing the condemned articles to 
be delivered to libelee, after the payment of costs and the execution 
of a good and sufficient bond, to be brought into compliance with the 
provisions of the Federal Food, Drug, and Cosmetic Act as the Court 
has found these provisions to have been violated." | 


The ruainel motion further requested (J. A. 16- 17): 


. that the Court specify that pursuant to the 
jodaciont in this case the statute has been found to 
have been violated in the following manner and only 
in the following manner: 





"(1) Misbranding in reference to a leaflet entitled 


"Buticaps,' enclosed in each package of the condemned 
article; 


"(2) Misbranding in reference to two designations 
appearing on the label of the seized articles; 


"And that the Court further specify that the seized 
articles must now be brought into compliance with the 
Federal Food, Drug, and Cosmetic Act, supra, by : 
appropriate relabeling but that, pursuant to the afore- 
Said judgment, there has been no judicial determination 
in this action that the name ‘Buticaps' does not comply 
with the statute, which name need, therefore, not be | 
changed under the judgment entered heretofore in this 
action." 


The United States filed points and authorities in opposition to this 
motion (J. A. 17). It was there stated that the United States "does not 
oppose the entry of an order directing that the condemned article be 
delivered to claimant. ..to be brought into compliance with the pro- 
visions of the Federal Food, Drug, and Cosmetic Act," such an order 
being "in accordance with the memorandum filed herein by the Honorable 
Matthew F. McGuire on January 25, 1957, and the order for judgment 
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on the pleadings entered subsequently thereto on February 19, 1957." 


But the United States did oppose that part of appellant's motion 
which requested that the decree specify that the name "Buticaps” need 
not be changed under the judgment theretofore entered (J. A. 17-18). 
The memorandum of January 25, 1957, with its statement that "relabel- 
ing is done under the supervision of an officer or employee duly desi- 
gnated by the Secretary of Health, Education, and Welfare," was 
construed by the United States to place within the discretion of the 
supervising agency whether to allow the use of the name "Buticaps” on 
the relabeled article. And it was urged that the question of the mis- 
leading nature of the name "Buticaps" had been argued by counsel at 
the hearing on the motion for judgment on the pleadings and that appel- 
lant's counsel had orally moved to consider that motion as a summary 
judgment motion in respect to the misleading nature of the name. 


Appellant's counsel denied that any such oral motion for summary 
judgment had ever been made and pointed to the fact that no such motion 
was ever granted or denied (J. A. 19). Moreover, "the hearing in this 
matter took place on a Motion for Judgment on the Pleadings, no evi- 
dence was introduced on the issue of the name 'Buticaps' and the final 
judgment in this action was a Judgment on the Pleadings." (J. A. 19-20). 


After hearing oral argument on the motion to relabel and on 
appellant's oral motion to vacate the judgment on the pleadings previous- 
ly entered, the Court denied both motions on April 8, 1957. (J. A. 22). 
That denial was formalized on May 21, 1957, by the entry of a formal 
decree of condemnation and destruction (J. A. 22). 


This decree of condemnation and destruction was prepared and 
submitted to the court by the United States without the concurrence or 
consent of the appellant. Appellant had submitted, without the consent 
of the United States, a simple form of an order reciting the denial of 
the motions to relabel and to vacate the prior judgment. But without 


. 


hearing or oral argument on the matter the court rejected appellant's 
suggestion in favor of the form submitted by the United States. The 


decree as thus prepared recited that the two motions had been over- 
ruled and then stated: : 
"From the papers filed herein and the argument of 
claimant, it appears that the claimant continues to in- 
sist that the judgment on the pleadings previously entered 
herein on February 19, 1957 adjudicated in claimant's 
favor the issue presented by the pleadings as to whether 
the name 'Buticaps' is false and misleading within the; 
meaning of 21 U.S.C. 352(a). Relying upon this claimed 
adjudication, the claimant argued in its motion to relabel 
that the court should enter an order providing that the 
name 'Buticaps' need not be changed when the article | 
is relabeled under the supervision of the Department _ | 
of Health, Education and Welfare. | 
| 
"The court previously indicated in its memorandum 
dated January 25, 1957, that the claimant would be allowed 
to relabel the condemned article under the provisions of 
21 U.S.C. 334(d); provided, however, that such relabel- 
ing would be under the supervision of an officer or em- 
ployee duly designated by the Secretary of Health, Edu- 
cation and Welfare, as is required. by that Section of | 
the Code. The claimant has shown no evidence that the 
employees of the Department are acting or intend to act 
arbitrarily in the course of such relabeling other than 
its mistaken reliance upon the claimed adjudication as 
to the name 'Buticaps'. It appears to the court that, 
because of claimant's insistence upon the use of the | 
name 'Buticaps,‘ further efforts to relabel would be . 
fruitless. 





"WHEREFORE, the court hereby exercises its 
discretion provided for in 21 U.S.C. 334(d), and orders 
that the seized articles previously found to be misbran- 
ded by the judgment on the pleadings be destroyed by the 
United States Marshal for this District." 


Following the filing of a notice of appeal to this — by the 
appellant, the District Court entered an order staying the execution of 
the order of condemnation and destruction until the final do sitions of 
this appeal (J. A. 24). 








STATUTES AND RULES INVOLVED 


Federal Food, Drug, and Cosmetic Act. 
Section 304 [21 U.S.C. 334] 


(2) Any article of * * * drug, * * * that is 
adulterated or misbranded when introduced 
into or while in interstate commerce or 
while held for sale (whether or not the first 
sale) after shipment in interstate commerce, 
* * * shall be liable to be proceeded against 
while in interstate commerce, or at any time 
thereafter, on libel of information and con- 
demned in any district court of the United 
States within the jurisdiction of which the 
article is found * * *. 


* * * 


(b) The article shall be liable to seizure by 
process pursuant to the libel, and the pro- 
cedure in cases under this section shall con- 
form, as nearly as may be, to the procedure 
in admiralty; except that on demand of either 
party anyissue of fact joined in any such case 
shall be tried by jury. * * * 


* * * 


(ad) Any * * *drug, * * *condemned under this 
section shall, after entry of the decree, be dis- 
posed of by destruction or sale as the court 
may, in accordance with the provisions of this 
section, direct* * *: Provided, That after entry 
of the decree and upon the payment of the costs 
of such proceedings and the execution of a good 
and sufficient bond conditioned that such article 
shall not be sold or disposed of contrary to the 
provisions of this Act or the laws of any State 
or Territory in which sold, the court may by 
order direct that such article be delivered to 
the owner thereof to be destroyed or brought 
into compliance with the provisions of this Act 
under the supervision of an officer or employee 
duly designated by the Secretary, and the ex- 
penses of such supervision shall be paid by the 





person obtaining release of the article under 
bond. 





* * * 


Section 502 [21 U.S.C. 352] 


A drug or device shall be deemed to be mis- | 
branded--(a) If its labeling is false or mis- : 
leading in any particular. 


* * * 


(c) Motion for judgment on the Pleadings. 
After the pleadings are closed but within 
such time as not to delay the trial, any 
party may move for judgment on the plead- | 
ings. 


I 
| 


STATEMENT OF POINTS 
1. The court below erred in not recognizing that its judgment 
on the pleadings under Rule 12(c) of the Federal Rules of Civil Pro- 
cedure was necessarily confined to the allegations of misbranding 
conceded by the appellant. Such a judgment, like the motion that gave 
rise to it, assumed the truth of appellant's denial of the allegation of 
misbranding involving the name "Buticaps." | 





2. The court below erred in not recognizing that, upon release 
of the articles for relabeling under administrative supervision, the 
relabeling must be confined to the conceded misbrandings underlying 
the judgment on the pleadings. The relabeling process was an integral 
part of the judicial proceeding and could not be used to resolve issues 
left undetermined by the court. The administrative officials do not 
have complete freedom in the relabeling process to go beyond the 
scope of the prior judicial decree. 
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3. The court below, having previously determined that the 
articles in question should be released for relabeling, abused its 
discretion in overruling that determination and ordering destruction 
of the articles. The abuse of discretion is plainly demonstrated by 
the reason given for the order of destruction - i.e., that appellant 
continued to insist that the relabeling process was limited by the 


scope of the judgment on the pleadings. 


SUMMARY OF ARGUMENT 

The libel of information alleged three types of misbranding, 
of which appellant's answer admitted two. The third allegation of 
misbranding was denied by appellant. The Government's motion for 
judgment on the pleadings under Rule 12 of the Federal Rules of Civil 
Procedure was by definition allowable only as to the conceded matters 
of misbranding. This motion and the ensuing judgment on the plead- 
ings assumed the truth of appellant's denial of the third allegation of 
misbranding. And having voluntarily chosen to seek a judgment on the 
pleadings, the United States is bound by that choice and by the limi- 
tations inherent in that procedural device. 


The procedure for release of the condemned articles for relabel- 
ing is an intimate part of the judicial proceeding. Since it arises only 
after a judicial decree has been entered, the relabeling process can go 
no further than the bounds of the judicial decree. Hence where the 
court's judgment on the pleadings leaves unresolved a disputed issue 
of misbranding, and assumes the truth of the denial as to that issue, 
the relabeling process cannot be utilized to determine the matter. The 
property owner has a constitutional due process right to have such an 
issue determined in a judicial proceeding where he can introduce 
evidence and cross-examine that submitted by the Government. To 
permit such an issue to be resolved in the post-judicial relabeling 
process is to deprive the property owner of that constitutional right. 
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Finally, the court below, in the exercise of its discretion, 
determined that the condemned articles here should be released for 
relabeling following the judgment on the pleadings. But the court 
reversed that determination and ordered the articles destroyed merely 
because appellant insisted that the judgment on the pleadings and the 
relabeling process involved only the conceded matters of misbranding. 
This was a plain abuse of discretion. A property owner should be 
allowed to pursue a legitimate legal contention without risk of having 
his valuable and wholesome property destroyed for having made that 


contention. 


| 
1 


ARGUMENT | 


1. The judgment on the pleadings was based soley on 
the admitted allegations of misbranding. ellant's 
denial that the use of the name "Buticaps" consti- 
tuted a misbranding was taken as true. 





The libel of information filed by the United States =o that 
the packages of Buticaps were misbranded in three different ways, 


one of them being the use of the name "Buticaps" on the package 
labels, the leaflet and the booklet (J. A. 9). The amended answer 
filed by the appellant admitted the misbrandings in two of these 
respects (J. A. 11-12) in order to expedite the judicial proceeding. 
But appellant explicitly denied (J. A. 11) that the package labels, the 
leaflet and the booklet were misbranded in the use of the name "Buti- 
caps" as alleged in paragraph 3(a) of the amended libel. 





| 

Such was the state of the pleadings when the United States filed 
its motion for judgment on the pleadings pursuant to Rule 12(c) of the 
Federal Rules of Civil Procedure. Ordinarily, where the pleadings 
leave unresolved an important factual issue a motion for judgment on 
the pleadings is improper. Roemhild v. Jones, 239 F.2d 492, 494 
(C.A.8); Philipp v. Jerome H. Remick & Co., 145 F.Supp. 756, 757 
(S.D.N. Y.); Philadelphia Dress Joint Board v. Rosinsky, 134 F.Supp. 


' 
i 
| 
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607, 6-8 (E.D. Pa.); Chandler v. Cutler-Hammer, Inc., 31 F.Supp. 
451, 452(E.D. Wis.). But the unique nature of the libel filed in this 
case made it possible for the United States to seek and obtain a judg- 
ment solely on the uncontested and undisputed portions of the pleadings. 
That is true despite the presence of the unresolved factual dispute con- 
cerning the use of the name "Buticaps." 


The unique nature of this libel lies in the fact that it alleges 
three separate and distinct types of misbranding rather than a single, 
unitary misbranding. There was no factual or other relationship among 
the three alleged misbrandings that would make it impossible to con- 
sider any one of them apart from the other two. Conceivably the 
product could be found to be misbranded in one or two respects but not 
in the third respect. 


Moreover, Section 502(a) of the Federal Food, Drug, and Cos- 
metic Act [21 U.S.C. Sec. 352(a)] makes it plain that a drug or device 
such as Buticaps shall be deemed to be misbranded "If its labeling is 
false or misleading in any particular." See United States v. 7 Jugs, 
etc., af Dr. Salsbury's Rakos, 53 F.Supp. 746, 756 (D. Minn.). This 
means that if it is proved or conceded that the Buticaps packages or 
literature were misbranded in any one of the three particulars set 
forth in the libel the product was misbranded within the meaning of the 
Act and the Government was entitled to appropriate relief. 


In effect, therefore, the libel here alleged three separate causes 
of action, only one of which had to be proved in order to incur the penal- 
ties of misbranding. Or, to take another analogy, the libel may be 
likened to a three-count indictment wherein a general verdict of guilt 
will be sustained if any one of the counts is good and warrants the 
sentence imposed. Hirabayashi v. United States, 320 U.S. 81, 85. 
Hence, since the first two types of alleged misbrandings could be 
completely segregated from the disputed third type, it became proce- 
durally possible for a judgment on the pleadings to be entered as to the 
first two types only. 
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The appellants having conceded as to two of the three types of 
alleged misbrandings, the United States, prior to filing its motion, was 
confronted with three procedural alternatives: (1) it could move for 
summary judgment, utilizing the concessions and submitting proper 
proof on the disputed issue revolving around the name *Buticaps"; 

(2) it could hold the concessions in abeyance while the proceeding went 
forward to a formal trial, with or without a jury. on that disputed 
issue; or (3) it could immediately move for judgment on the pleadings 
as they then stood. For reasons best known to itself, the United States 
chose the third alternative. With the consent of appellants, judgment 
on the pleadings was entered on the express basis of "the undisputed 





and uncontested facts appearing in the pleadings." (J. A. 16), 


Judgment was thereby rendered to the effect that the two con- 
ceded allegations constituted misbrandings within the meaning of the 
Act. But having voluntarily chosen to avail itself of the easy benefits 
offered by a motion for judgment on the pleadings, the United States 
was also bound by the limitations implicit and explicit in a judgment 
of that nature. Despite the unique nature of the libel, with its three 
unrelated allegations of misbranding, the judgment on the pleadings 
could be given no greater effect here than Rule 12(c) permits. 





It is well established that upon plaintiff's motion for judgment 
on the pleadings, filed pursuant to Rule 12(c), "denials and allegations 
of the answer which are well pleaded must be taken as true." Beal v. 
Missouri Pacific R. Co., 312 U.S. 45, 51; and see National Metropolitan 
Bank v. United States, 323 U.S. 454, 456-457. Or, as stated in Bass 
v. Hoagland, 172 F.2d 205, 207(C.A. 5), involving such a motion by 
the plaintiff, ! 





| 
2 


Under Section 304(b) of the Act /21 U.S.C. Sec. 334(b)/, “on demand of either party any issue 
of fact joined in any such case shall be tried by jury.” | 
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The provision in Section 304(b) of the Act /21 U.S.C, Sec. 334(b)/ that “the procedure in cases 
under this section shall conform, as nearly as may be, to the procedure in admiralty,” was not intended 

“to liken the proceedings to those in admiralty beyond the seizure of the property by process in rem, then 
giving the case the character of a law action,” Four Hundred and Forty-Three Cans of Frozen Egg Products 
v. United States, 226 U.S. 172, 183. In other words, the Rules of Civil Procedure apply to condemnation 
proceedings of this nature as soon as the property proceeded against has been seized. A'lberty Food Products 
Co. v. United States, 185 F, 2d 321, 326 (C.A. 9); United States v, Five Cases, etc., 179 F. 19, 522 
(C.A. 2); Colusa Remedy Co, v. United States, 176 F, 2d 554, 957 (C.A, 8). Thus Rule 12(c) is fully 
applicable to this type of proceeding. 
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"On a motion for judgment on the pleadings the 
old rule obtains that the fact allegations of the answer 
are to be taken as true, but those of the complaint are 
taken as true only where and to the extent that they do 
not conflict with those of the answer.” 


See also City of Forsyth v. Mountain States Power Co., 127 F.2d 583, 
584 (C. A. 9); Wells v. Helms, 105 F.2d 402, 403 (C. A. 10). 


The same principle applies when it is the defendant rather than 


the plaintiff who moves for judgment on the pleadings. In that situation, 
as stated in Stanton v. Leach, 239 F.2d 104, 106(C.A. 5), 


"On defendant's motion for judgment on the pleadings, 
where no matters outside the pleadings are presented, the 
fact allegations of the complaint are to be taken as true, 
but those of the answer are taken as true only where and 
to the extent that they have not been denied or do not con- 
flict with those of the complaint. In other words, a judg- 
ment on the pleadings alone, if sustained, must be based 
on the undisputed facts appearing in all the pleadings.” 


See also Friedman v. Washburn Co., 145 F.2d 715, 717(C.A. 17; 

Art Metal Const. Co. v. Lehigh Structural Steel Co., 116 F.2d 57, 58 
(C.A. 3); Wyman v. Wyman, 109 F.2d 473, 474 (C.A. 9); John v. 
United States, 138 F.Supp. 89, 95 (E.D. Wis.); Geist v. Prudential 
Ins. Co. of America, 85 F.Supp. 790, 791(E.D. Pa.); Hardware Mut. 
Ins. Co. v. C. A. Snyder, Inc., 137 F.Supp. 812, 813 (W.D. Pa.). 


Synthesizing these decisions in light of Rule 12(c), it has been 
stated in 2 Moore's Federal Practice (2d ed.) Sec. 12.15, p. 2269, 


*For the purposes of the motion, all well-pleaded 
material allegations of the opposing party's pleading are 
to be taken as true and all allegations of the moving party 
which have been denied are taken as false." 


And in 1 Barron and Holtzoff, Federal Practice and Procedure, Sec. 359, 
p. 671, it is said that, 


"A motion for judgment on the pleadings admits 
every material fact properly stated in the adver- 


sary's pleadings." 
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One other commentator, writing in 3 F.R. Serv. 676, states: 


"It [the motion for judgment on the pleadings | has | 
been viewed as in the nature of a general demurrer or | 
motion to dismiss in that it admits, for the purpose of | 
the motion, the allegations of the opposing party's 
pleadings but contends that they are insufficient in law. 
Traditionally, the motion presents a question of law only; 
it cannot be granted if any question of fact is actually | 
raised by the pleadings." i 


The proposition has also been well put in Phenix v. Bijelich, 30 Nev. 
257, 269, 95 P. 351, 353: | 


"When a party moves for judgment on the pleadings, 
he not only for the purposes of his motion admits the | 
truth of all the allegations of his adversary, but must | 
also be deemed to have admitted the untruth of all his © 
own allegations which have been denied by his adversary." 





Application of the foregoing principles to this case makes it 
clear that the motion of the United States for judgment on the pleadings 
must be deemed to have admitted the truth of appellant's denial that the 
use of the name "Buticaps" was false and misleading. The resulting 
judgment must also be deemed to have been rendered in favor of the 
United States despite the truth of appellant's denial with respect to the 
name. The judgment, in other words, could mean no more than on the 
basis of the two conceded misbrandings, even assuming the truth of 
appellant's denial of the third misbranding, the United States was en- 
titled to have the packages condemned. The court order itself expressly 
stated (J. A. 16) that the United States was entitled to judgment in its 
favor "on the undisputed and uncontested facts appearing in the plead- 
ings." Thus the only misbrandings which can be said to have been 
judicially determined were those conceded by appellant. i 
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The United States thus made an election of remedies which fore- 
closed a judicial determination of the disputed "Buticaps" issue. In 
effect, the United States abandoned its claim that the name constituted 
a misbranding and decided to seek a judgment based solely on the two 
conceded allegations of misbranding. It chose a remedy which, for 
purposes of that remedy, acknowledged the correctness of appellant's 
denial that the use of the name was a misbranding. It cannot now dis- 
avow that remedy or add to its limited consequences. 


2. The subsequent relabeling under administrative 
supervision was limited in scope by the judgment 


on the pleadings. 
Section 304(d) of the Federal Food, Drug, and Cosmetic Act [21 


U.S.C. Sec. 334(d)] provides that "after entry of the decree” and after 
"execution of a good and sufficient bond" the court "may by order direct 
that such article be delivered to the owner thereof to be destroyed or 
brought into compliance with the provisions of this chapter under the 


supervision of an officer or employee duly designated by the Secretary." 


In this case the District Court, in the exercise of its discretion, 
determined that the seized packages of Buticaps should be released "under 
the provisions of 21 U.S.C. 334(d) for relabeling."* (J. A. 15). The 
appellant then sought, consistently and without success, to have it made 
judicially clear that the relabeling process was limited in scope by the 
judgment on the pleadings. The relabeling, in appellant's view, was 
limited to the items of misbranding which had been conceded and which 
formed the basis of the judgment on the pleadings and could not en- 
compass the disputed and unresolved use of the name "Buticaps. " 


On the other hand, the position of the United States was that 
once the packages had been condemned and released for relabeling the 
scope of the relabeling is a matter for the discretion of the Food and 
Drug Administration. Under this view it was claimed that the appellant 
had no standing to seek, and the court had no power to order, any 
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limitation on the administrative determination on relabeling. The ad- 
ministrative officials were said to be completely free in the relabeling 





process to go beyond the scope of the judicial decree and to determine 
the advisability of permitting the misbranded packages to be sold under 
the name "Buticaps." Indeed, it was argued (J. A. 21) that the name 
"Buticaps" was so clearly false in its representation that it was a 
beauty capsule that no showing could be made that the administrative 
officials would be wrong in refusing to accept that name. Presumably, 
therefore, the administrative determination as to the use of the name 
“Buticaps" has become a foregone conclusion, rendering futile any ar- 


gument or proof appellent might advance in support of use of the name. 


The plain language and meaning of this statutory provision, how- 
ever, make untenable the position of the United States. The legislative 
command that the condemned articles be "brought into compliance" upon 
release under administrative supervision must be read in the context of 
Section 304(d). And when so read it is apparent that the administrative 
relabeling process is intimately related to and limited by the prior 
judicial determination of non-compliance. The Food and Drug Admini- 
stration is not authorized to ignore the judicial proceedings and embark 
upon a de novo inquiry into compliance, bounded only by the dictates of 
its own discretion. 


Quite plainly, the administrative relabeling process arises only 
“after entry of the decree" of the court and only after the court, in its 
discretion, has "by order" so directed. As stated by J udge Leahy in 
United States v. 893 One-Galion Cans, etc., 45 F.Supp. 467, 469-470 
(D. Del. ): | 





‘,..a@ mere examination of the statute makes it clear 
that (1) an article may be proceeded against by libel when 
it is adulterated or misbranded; (2) once such an article is 
seized the issue of adulteration or misbranding must be de- 
termined by the Court; (3) if the article is neither adultera- 
ted nor misbranded, it is released to the claimant; but (4) 
if it is adulterated or misbranded it may be disposed. ‘of only 
as provided by Section 304(d). Destruction or release may 
only be had after decree." 
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The legislative history of Section 304 also made it manifest, in Judge 
Leahy's opinion, that Congress had erected a procedure that "looked 
to the entry of a decree of condemnation before release of the seized 
articles." 45 F. Supp. at 469. 


The decree of condemnation which precedes the release for re- 
labeling is of necessity based upon the issues raised by the libel. And 
as the Supreme Court has said, Ewing v. Mytinger & Casselberry, 
Inc., 339 U.S. 594, 598: 


"When the libels are filed the owner has an 
opportunity to appear as a claimant and to have a 
full hearing before the court. This hearing, we 
conclude, satisfied the requirements of due pro- 
cess.” 


It is at this judicial hearing, preceding release, that the owner 
has a full opportunity to contest the allegations of misbranding and to 
submit his proof of compliance with the statute. Under Section 304(b) 


{21 U.S.C. Sec. 334(b)], he has the right to demand that "any issue 

of fact joined in any such case shall be tried by jury." It is at this 
point, and only at this point, that he can secure a judicial determination 
of the merits of the allegations of non-compliance with statutory stan- 
dards~ The right to such a determination, following a full and fair 
hearing, is essential to due process. As the Supreme Court ruled in the 


Mytinger & Casselberry case, supra, 599, 


"It is sufficient, where only property rights are 
concerned, that there is at some stage an opportunity 
for a hearing and a judicial determination." 


Under the condemnation and seizure provisions of the Food, Drug, and 
Cosmetic Act that essential stage is reached prior to any release for 
relabeling under administrative supervision. 


4 

“Were a material issue of fact presented by conflicting affidavits, either party would be clearly 
entitled to introduce its own witnesses and to cross-examine those of its opponent.” Fresh Grown Preserve 
Corp, v. United States, 143 F, 24191, 195(C.A, 6), 
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What happens after the critical judicial hearing and détermination 
must be in consequence of and bounded by the judicial decree. Congress 
has given no evidence that it intended the Food and Drug Administration 
at this juncture to exercise quasi-judicial authority of the kind possessed 
by the National Labor Relations Board, the Federal Trade Commission 
or similar bodies. Nor has it vested any authority in the Food and Drug 
Administration to make non-reviewable determinations of non-compliance 
with statutory standards. ! 





The sole authority residing in the officials of the Food and Drug 
Administration upon release of a condemned article following a judicial 





decree is to supervise the process of bringing the article into compliance 
with the statute on the points found by the court to have constituted vio- 
lations. They have no authority to make additional findings of violations 
or to make findings in conflict with those of the court. Nor,do they _ 
possess the power to rule on matters that were put into issue in the 
prior judicial proceedings and left unresolved thereby. To admit that 
they have such power is to misread the statutory language and to ignore 
the due process necessity of a judicial determination of all contested 


issues of non-compliance. Ewing v. Mytinger & Casselberry, Inc., 


339 U.S. 594, 598, 599. 








Logic, statutory language and constitutional necessity all com- 
bine to limit the functions of the Food and Drug Administration upon 
release of a condemned article to those matters resolved by the judicial 
proceeding. The administrative officials must remain within the man- 
date of the court and act as a technical arm of the judiciary in super- 
vising the reformation of the article in light of the judicially determined 
mislabelings. | : 


In so acting, of course, these officials have a wide range of 





discretion. Thus in United States v. 1322 Cans of Black Raspberry 
Puree, 68 F.Supp. 881 (N.D. Ohio), a consent decree had been entered, 
condemning a shipment of black raspberry puree on grounds of adultera- 
tion and ordering it released and reprocessed under one of several 
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methods. The Food and Drug Administration officials subsequently 
insisted that the reprocessing be by distillation rather than filtration 
and the claimant then sought a court order requiring the officials to 
supervise a filtration process. In denying such relief the court said: 


‘After a product has been condemned its reprocess is 
a permissive matter within the discretion of the court, as 
indicated by the use of the word 'may' in the statute. The 
statute also provides that the reconditioned puree must be 
brought into compliance with the provisions of the Pure Food 
and Drug Law under the supervision of the Administration. 
Where several methods of reprocessing are enumerated, as 
in this case, the question of who shall determine the one to 
be used and which, when used, will bring the reconditioned 
puree into compliance with the statute seems to be the only 
question for decision... 

"The Food and Drug Administration has determined 
that distillation is the only process which would recondition 
this puree for human consumption and which it would approve. 
I see no abuse of discretion in making this determination nor 
can the court interfere with that determination. To interfere 
would be substituting the judgment of the court for that of the 
Food and Drug Administration upon a matter which it is better 
able to decide and upon an issue which I think is not properly 
joined in this case." 


But the issue posed by the instant case is not one of mere dis- 
cretion on the part of the Food and Drug Administration within the limits 
of a prior judicial decree. Here the Administration is claiming the 
naked power to ignore and go beyond the judicial decree, to resolve 
issues which were disputed but not determined in the judicial proceed- 
ing. It seeks to deprive appellant of the judicial hearing it would have 
had as to the use of the name "Buticaps" had the libel instituted by the 
United States been allowed to mature into a trial of the merits of the 
disputed issue. It asserts the unwarranted authority to decree that the 
name "Buticaps" shall not be utilized by the appellant. 


More than that, it has let it be known (see J. A. 21) that it al- 
ready considers the name to be false and misleading and that nothing 


the appellant might offer will change its opinion. This is not a quasi- 
judicial hue which the Administration seeks to impose on the relabeling 
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| 
process. It is a harsh administrative fiat which admits of none of the 
essentials of procedural due process and dispassionate decision. 


Moreover, the unqualified right to go beyond the scope of the 
judicial decree is asserted here in the context of a valuable property 
right. Upon seizure of its capsules, appellant evidenced its good faith 
by conceding certain technical deficiencies in its labelings and express- 
ing its willingness to rewrite certain portions of its advertising litera- 
ture (J. A. 11-12). It could not accede, however, to the Government's 
later demand, in its amendment to the libel, to give up the name of its 
property and, indeed, its very identification as a business. Appellant 
unquestionably has a property right in the name "Buticaps" and all the 
good will and other valuable attributes that adhere to that name. It is 
unthinkable that the law would permit the Administration to possess the 
right to rule that the name be destroyed, - a step which will destroy 
appellant's business as well -- when appellant has not had an oppor- 
tunity to present its proof and arguments that the name is not mis- 
leading, to cross-examine the government's evidence, and to secure 
the benefits of a judicial determination. Yet the Adm inistration claims 
the power to short-circuit the judicial process and to decree the des- 
truction of this valuable property right on the theory that it is enforcing 
compliance with the law. The words of the Supreme Court uttered in 
Galpin v. Page, 18 Wall. 350, 368, are fully applicable to this case: 


"It is a rule as old as the law, and never more to be 
respected than now, that no one shall be personally bound 
until he has had his day in court, by which is meant, until 
he has been duly cited to appear, and has been afforded an 
opportunity to be heard. Judgment without such citation 
and opportunity wants all the attributes of a judicial deter- 
mination; it is judicial usurpation and oppression, and 
never can be upheld where justice is justly administered." 


The Federal Food, Drug, and Cosmetic Act has highly commen- 
dable objectives and it should be construed broadly to achieve those 
objectives. But it does not provide for the arbitrary destruction of 
property rights without the semblance of due process at some point. 

| 


| 
| 
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And it need not be so interpreted. Congress carefully eschewed the use 
of the administrative process for purposes of determining compliance 
with the labeling requirements of the Act. In providing for the insti- 
tution of libel proceedings in federal district courts and for judicial 
trials on the merits with or without a jury, Congress clearly evidenced 
its intention to confine issues of compliance to the courts. The Food and 
Drug Administration is simply not equipped, let alone authorized, to 
provide the judicial due process which Congress intended to accord 

those whose property interests are at stake. It is merely authorized to 
act as an agent for enforcing the contents of the preceding judicial decree 


in the case. 


In short, appellant has the constitutional right "to appear as a 
claimant and to have a full hearing before the court" (Ewing v. Mytinger 
& Casselberry, Inc., 339 U.S. 594, 598) before any final determination 
is made on the issue of the use of the name "Buticaps." That the 
United States has chosen a procedural device that made a judicial deter- 
mination unnecessary does not detract from that right. Nor does it 
clothe the administrative officials with power to go beyond the scope of 
the judicial decree and resolve the disputed issue over the use of the 
name without the benefit of "a full hearing before the court." 


The administrative supervision upon release of the packages of 
Buticaps is thus limited to the conceded misbrandings which were the 
sole basis of the judgment on the pleadings. Such supervision does not 
extend to the use of the name "Buticaps." And the refusal of the court 
below to make that limitation explicit was plain error. 


3. The court below plainly abused its discretion in 
| reversing its prior rasan that the condemned 
packages should be released for relabeling and in 
ordering their destruction. 


In its memorandum of January 25, 1957, (J.A. 15) the District 
Court indicated that the condemned packages of Buticaps would be 


Sor my 5 
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released, in the court's discretion, for relabeling under the provisions 
of Section 304(d)[28 U.S.C. Sec. 334(d)]. Following the entry of the 
formal judgment on the pleadings, appellant moved for an order releas- 


ing the packages for relabeling under administrative supervision and 
specifying that the relabeling was to be confined to the conceded items of 
misbranding underlying the judgment on the pleadings (J. A. 16-17). 
Appellant argued, as it does before this Court, that "for purposes of 
this action libelant's allegation with regard to the name ‘Buticaps' 


which was denied by libelee, is taken as false." (J. A. 20). | 


At no time prior to the submission of the decree of destruction 
did the United States indicate any desire or proposal that the relabeling 
be dispensed with and the packages destroyed. At no time did the court 
below evidence any such intention so as to give the appellant an oppor- 
tunity to contest the matter or indicate its views. The court simply 
adopted the decree of destruction submitted by the United States. 


The reasons set forth in that decree (J.A. 22-23) for the exercise 
of the court's discretion in reversing itself and ordering destruction are 





wholly untenable. It is recited that "claimant [appellant] continues to 
insist that the judgment on the pleadings previously entered herein on 
February 19, 1957 adjudicated in claimant's [appellant's] favor the 
issue presented by the pleadings as to whether the name "Buticaps' is 
false and misleading..." and that appellant argued "that the court should 
enter an order providing that the name ‘Buticaps' need not be changed 
when the article is relabeled...." (J. A. 22). | 


| 
After noting that appellant makes no claim that the administrative 
officials are acting or intend to act arbitrarily in the course of the 
relabeling process, the court concludes that "because of claimant's 
[appellant's] insistence upon the use of the name 'Buticaps,* further 
relabeling wauld be fruitless." (J.A. 23) Destruction is s aie 
decreed. 
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Little more néed be said to demonstrate the gross abuse of 
discretion revealed by this order of destruction. Merely because the 
owner of property makes a legal contention that a judgment was by its 
nature limited in scope and that the subsequent administrative proce- 
dure was likewise limited is not a properor rational groundfor summarily 
ordering the destruction of valuable property. The day has not yet 
arrived in our jurisprudence where a property owner dare make a legal 
argument only at the risk of losing his property. 


If it was sound discretion for the court on January 25, 1957, to 
determine that the packages should be released for relabeling, the 
soundness of that decision was not altered by any subsequent legal 
positions or contentions of the appellant. Indeed, to justify the drastic 
penalty of destruction even in the first instance there must be some 
evidence of a health menace or lack of value in the property.” As 
indicated in United States v. 254 Cases and 499 Cases, etc., 63 F. 
Supp. 916, 917 (E.D. Ark.), "The seized product should be condemned, 
but, being a wholesome food, should not be destroyed." See also 
Research Laboratories, Inc. v. United States, 167 F.2d 410, 412 
(C. A.9). But in this case there never has been any claim that the 
capsules of Buticaps were in any way adulterated or injurious to health 
or that they were without any value whatever. On the contrary, the 
labels as set forth in the libel (J. A. 1-3) indicate that the capsules con- 
tain an impressive list of valuable vitamins and minerals useful as a 
dietary supplement. 


Appellant has given no indication that the relabeling process 


would be fruitless if it is proved wrong in its legal position. Appellant 


has done no more than assert a legal analysis of the judgment on the 
pleadings and the impact of that judgment on the subsequent relabeling 


5 

"The justification for it Ste provision allowing release of condemned articles in order to bring 
them in compliance/. . . is a recognition of the fact that offending goods - as an illustration, an 
incorrect declaration of the net weight which would be violative of the act - are not always offensive 
or objectionable per se. They would be subject to seizure, however. If there is an explanation that 
is satisfactory to the courts they ordinarily, rather than deprive the manufacturer of his goods by seizure 
and confiscation and forfeiture to the Goverment, retum to him his property on the condition that he 
(Cont'd. next page) 
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process, all in an effort to preserve its valuable property right in the 
name "Buticaps."" For such an assertion the appellant should not be 
penalized by the destruction of its wholesome and valuable property. 
CONCLUSION ! 

For the foregoing reasons, appellant submits that the decree 
of condemnation and destruction entered below should be reversed, 
that the judgment on the pleadings should be reinstated, and that the 
condemned packages of Buticaps should be ordered released for re- 
labeling under the provisions of Section 304(d) [21 U.S.C. Sec. 334(d) ] 
with respect only to the conceded items of mislabeling. : 

Respectfully submitted, 


| 
EUGENE GRESSMAN 
MAX M. KAMPELMAN 


1700 K Street, N, W. 
Washington 6, D. C. 


Of Counsel: Attorneys for ‘Appellant 


Strasser, Siegelberg, Fried & Frank ! 
1700 K Street, N. W. 
Washington 6, D. C. 


August 15, 1957. 
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5S (Cont‘d,) 
execute a bond that will require him to put the correct declaration of net weight on the product so that 
its sale thereafter will not be an imposition on the public, 
“It is not to deprive him of his property, but, in other words, to guarantee the sale of such 
property in accordance with the terms of the act, 
--Statement of Walter G, Campbell, Chief, Food and Drug Administration, a of 


Agriculture, before House Committee on Interstate and Foreign Commerce hearings, on S. 5, 
74th Cong. (1935), quoted in Dunn, Federal Food, Drug and Cosmetic Act (1938), 1263- 1264. 
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[ Filed Nov. 30, 1955] 
IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 





United States of America ) No. 18-55 


v. ) LIBEL OF INFOR- 
127 packages, more or less, of an ) sepia 
article labeled in part: ) F. D.C. No. 38723 
(pkg) 'Buticaps the internal skin conditioner ! 


For Normal Or Dry Skin 30 Capsules *** 

A dietary supplement recommended as an aid ) 
in skin conditioning containing the multiple 
vitamin group, certain Lipotropic agents and 
Vitamins H, H-1 and (f) — for the treatment ) | 
of a deficiency of one or more of the following, 


ingredients: ) 
Each capsule contains: ) 
Vitamin A Palmitate....... 25,000 USP Units 


Free Fatty Acids of Linseed Oil. 20 Milligrams 
Principally Linoleic and 
Linolenic Acids, (Vitamin F) 


Choline Bitartrate ....... 40 Milligrams 
TMOSHO! 6d isvscedaeves es 20 Milligrams 
dl-Methionine...... --... 15 Milligrams 





Betaine Monohydrate.... 10 Milligrams 
Vitamin B-12 USP (Crystalline) 2 Micro- 
grams 
Folic Acid 100% USP 0.5 Milligrams 
Thiamine Mononitrate 10 Milligrams 





Pyridoxine Hydrochloride 1 Milligram 
FRIDOTIAVINS 1.0 0 vic cic pees 6 Milligrams 
Niacinamide............ 20 Milligrams 
Vitamin D (Irradiated 

Ergosterol) ...... 500 USP Units 
Calcium Pantothenate... 20 Milligrams 
Ascorbic Acid ......... 50 Milligrams 


Biotin (Vitamin H) .... 0.12 Milligram 
Para-amino Benzoic Acid 5 Milligrams 
(Bacterial Vitamin H-1) 
Mixed Tocopherols ...... 5 Milligrams 
Plus Vitellin (Lecithin from 
Soya Bean)........ 25 Milligrams 





77 packages, more or less, of an article labeled 
in part: 
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(pkg) "Buticaps the internal skin conditioner 

For Oily Skin 30 Capsules *** 
A dietary supplement recommended as an 
aid in skin conditioning containing the multi- 
ple vitamin group, certain Lipotropic agents 
and Vitamins H, H-1 and (F) — for the 
treatment of a deficiency of one or more of 
the following ingredients: Each capsule con- 
tains: 
Pyridoxine Hydrochloride 5 Milligrams 
Free Fatty Acids of Linseed 

Oil 10 Milligrams 

Principally Linoleic and 

Linolenic Acids, (Vitamin F) 

Choline Bitartrate... 40 Milligrams 


Betaine Monohydrate 
Vitamin B-12 USP (Crystal- 


Folic Acid 100% USP 
Thiamine Mononitrate 


Vitamin D (Irradiated Ergos- 
terol) 
Calcium Pantothenate 
Ascorbic Acid 
Biotin (Vitamin H) 
Para-amino Benzoic Acid 
(Bacterial Vitamin H-1) 
Mixed Tocopherols 5 Milligrams 
Plus Vitellin (Lecithin from 
Soya Bean)........... . 25 Milligrams 


RAR 


(leaflet in each package) 
"Buticaps" and 
A booklet entitled "here's how * to promote * to 


sell * to profit with Buticaps" accompanying said 
articles and containing statements relating thereto. ) 


) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 


To The Honorable Judge of the United States District Court For 
The District of Columbia. 
Now comes the United States of America, by Leo A. Rover, United 
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States Attorney for the District of Columbia, and shows to the Court: 
1. That this libel is filed by the United States of America and 
prays seizure and condemnation of certain articles of drug, as herein- 
after set forth, in accordance with the Federal Food, Drug, and Cos- 
metic Act (21 U.S.C. 301 et seq.). | 
2. That Buticaps, Inc., 812 North Fairfax Avenue, shipped in 
interstate commerce from Los Angeles, California, to Washington, D, C..5 
via Transion Freight Lines, Inc., on or about September 8, 1955, ar- 
ticles of drug consisting of the following: | | 
127 packages, more or less, of an article labeled in part: 
(pkg) 'Buticaps the internal skin conditioner | 
For Normal Or Dry Skin 30 Capsules * * * 
A dietary supplement recommended as an aid in skin conditioning 
containing the multiple vitamin group, certain Lipotropic agents 
and Vitamins H, H-1 and (F) — for the treatment of a deficiency 
of one or more of the following ingredients: | 
Each capsule contains: | | 
Vitamin A Palmitate . ‘ ‘ 25,000, USP Units 


Free Fatty Acids of Linseed Oil 20 Milligrams 
Principally Linoleic and Linolenic | 
Acids, (Vitamin F) 


Choline Bitartrate F 





40 Milligrams 
Inositol : ‘ ‘ 20 Milligrams 


15 Milligrams 
10 Milligrams 


di-Methionine * 
Betaine Monohydrate . ‘ 


Vitamin B-12 USP (Crystalline) 
Folic Acid 100% USP. F 
Thiamine Mononitrate : 
Pyridoxine Hydrochloride 
Riboflavin ‘ . 
Niacinamide ‘ . 
Vitamin B (Irradiated norman 
Calcium Pantothenate ‘ 


2 Micrograms 
0.5 Milligram 
10 Milligrams 
1 Milligram 

6 Milligrams 
20 Milligrams 
500 USP Units 
20 Milligrams 











Ascorbic Acid. ‘ , ‘ . 50 Milligrams 

Biotin (Vitamin H) . ‘ ‘ . 0.12 Milligram 

Para-amino Benzoic Acid 4 ‘ . 5 Milligrams 
(Bacterial Vitamin H-1) 

Mixed Tocopherols ; ‘ ‘ ‘ 5 Milligrams 


Plus Vitellin (Lecithin from Soya Bean) . 25 Milligrams 

eK 1 and 

77 packages, more or less, of an article labeled in part: 

(pkg) '"Buticaps the internal skin conditioner 

For Oily Skin 30 Capsules *** 

A dietary supplement recommended as an aid in skin conditioning 
containing the multiple vitamin group, certain Lipotropic agents 
and Vitamins H, H-1 and (F) — for the treatment of a deficiency 
of one or more of the following ingredients: Each capsule contains: 


Pyridoxine Hydrochloride . ‘ , 5 Milligrams 
Free Fatty Acids of Linseed Oil_. . 10 Milligrams 
Principally Linoleic and Linolenic Acids, (Vitamin F) 
Choline Bitartrate : : g : 40 Milligrams 
Inositol 4" : ‘ : ‘ . 40 Milligrams 
di-Methionine . “ ‘ ‘ : 30 Milligrams 


Betaine Monohydrate . ‘ ‘ 10 Milligrams 
Vitamin B-12 USP (Crystalline) ‘ ; 2 Micrograms 
Folic Acid 100% USP. " : ‘“ 0.5 Milligram 


Thiamine Mononitrate . : ‘ 10 Milligrams 
Vitamin A - Palmitate " ‘ . 15, 000 USP Units 
Riboflavin — . ° é ‘ 6 Milligrams 
Niacinamide ‘ ‘ ‘ é 5 20 Milligrams 
Vitamin D (Irradiate Ergosterol) . . 500 USP Units 
Calcium Pantothenate | . ; ; 20 Milligrams 
Ascorbic Acid . : : ; ‘ 50 Milligrams 
Biotin (Vitamin H) ‘ . : ‘ 0.16 Milligram 
Para-amino Benzoic Acid . : : 5 Milligrams 


(Bacterial Vitamin H-1) 








Mixed Tocopherols . . .  . 5 Milligrams 

Plus Vitellin (Lecithin from Soya Bean) 25 Milligrams 

*K oe oe | 
(leaflet in each package) "Buticaps" ! 


and there is in possession of The Hecht Company, 613 G Street, N. W., 
Washington, D.C. , the consignee of said articles of drug, a booklet en- 
titled "here's how* to promote * to sell * to profit with Buticaps" which 
contains statements relating to said drugs, and which was received from 
Buticaps, Inc., Los Angeles, California. | 

3. ey the aforesaid articles were misbranded when introduced 
into and while in interstate commerce, within the meaning of said Act, 21 
U.S.C. 352(a) in that their labelings, namely, the package labels, the 
leaflet entitled ''Buticaps" enclosed in each package, and the booklet 
entitled "here's how * to promote * to sell * to profit with Buticaps, _ 
accompanying said articles, contain statements which represent and sug- 
gest that the articles are an adequate and effective treatment for dry or oily 
skin, unsightly blemishes of acne and other skin disorders in the adolescent, 
and skin conditions due to over indulgence; are a revolutionary new approach 
to skin conditioning; will aid in prematurely "aged skin"; are effective in 
retaining the normal moisture and stabilizing the oil balance of the skin; 





have beneficial effects on the eyes, hair, scalp, teeth and gums;. bring 
nourishment to a starving complexion and aid in carrying away wastes 
which cause unsightliness; and are an effective treatment for scaly or 
cracked skin, enlarged pores, unnecessary wrinkles and that tired look; 
which statements are false and misleading since the articles would not be 
an adequate and effective treatment for such conditions and purposes and 
would not fulfill the promises of benefits stated and implied thereby. 

4. That the aforesaid articles were further misbranded when intro- 
duced into and while in interstate commerce, within the meaning of said 
Act, 21 U.S.C, 352(a) in that the designation "Vitamins H, H-1 and (F)" 
appearing on the package labels are false and misleading since use of the 
designations "Vitamins H, H-1 and (F)" are obsolete and no longer have 
any recognized use and imply promise of benefit from vitamins which the 
user is not familiar. 7 
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5. That the aforesaid articles were further misbranded when 
introduced into and while in interstate commerce, within the meaning of 
said Act, 21 U.S.C. 352(a) in that the designation "Plus Vitellin (Lecithin 
from Soya Bean)" is'false and misleading since "Vitellin” is not lecithin 
from soya beans but is the common or usual name for a protein prepared 
from yolk of eggs. 

6. That the aforesaid articles are in the possession of The Hecht 
Company, 613 G Street, N.W., at Washington, D.C., or elsewhere 
within the jurisdiction of this Court. 

7. That by reason of the foregoing, the aforesaid articles are held 
illegally within the jurisdiction of this Court, and are liable to seizure and 
condemnation pursuant to the provisions of said Act, 21 U.S.C. 334. 

WHEREFORE, libellant prays that process in due form of law ac- 
cording to the course of this Court in cases of admiralty jurisdiction issue 
against the aforesaid articles; that all persons having any interest therein 
be cited to appear herein and answer the aforesaid premises; that this Court 
decree the condemnation of the aforesaid articles and grant libellant the 
costs of this proceeding against the claimant of the aforesaid articles; that 
the aforesaid articles be disposed of as this Court may direct pursuant to 
the provisions of said Act; and that libellant have such other and further 
relief as the case may require. 


Dated: , 1955 UNITED STATES OF AMERICA 
| By /s/ Leo A. Rover 
United States Attorney 


By /s/ Helena D. Reed, Assistant 
United States Attorney 


{ Filed April 16, 1956] 
UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 
United States of America 


v. 
127 packages, more or less, of an article 
labeled in part: "Buticaps the internal skin 
conditioner for Normal Or Dry Skin, " etc. , 
and 
77 packages, more or less, of an article la- 
beled in part: '"Buticaps the internal skin con- 
ditioner for Oily Skin," etc. 





7 
ANSWER 





Now comes the libelee and for its answer to the libel of informa- 


tion herein filed says: 

1. That it admits the allegation in paragraph 1 that tis libel is 
filed by the United States of America. | 

2. That it admits the allegations in paragraph 2 that the packages 
in issue were shipped in interstate commerce and that the consignee re- 
ceived an advertising booklet containing statements relating to the product. 

3. That it denies the allegations in paragraph 3. Libelee asserts 
that the articles in issue are a vitamin supplement and that a deficiency 
in vitamins has been established to cause certain skin disorders and that 
removal of such deficiency would consequently cure these disorders. 

4. That it denies the allegations in paragraph 4 that the designa- 
tions "Vitamin H, H-1 and (F)" are false and misleading and imply promise 
from vitamins with which the user is not familiar. Libelee's package 
labels identify Vitamin (F) as Linoleic and Linolenic Acid, Vitamin H 
as Biotin, and Vitamin H-1 as Para-amino Benzoic Acid and state clearly 
that the need for these substances has not been definitely established. 

5. That it denies the allegation in paragraph 5 that the designation 
"Plus Vitellin (Lecithin from Soya Bean)" is false and misleading. Libelee 
asserts that Vitellin is indeed Lecithin from Soya Beans even though it 
may also be derived from the yolk of eggs. 

6. That it admits the allegation in paragraph 6 that the articles in 
issue are within the jurisdiction of this Court. 

7. That it denies the allegations of paragraph 7 and asserts that the 
articles in issue were not illegally held and are not liable to seizure and 
condemnation pursuant to the provisions of the Federal Food, Drug, and 
Cosmetic Act. 

Wherefore, libelee prays that this libel of information be dismissed, 
and that the articles in issue he returned to it. ! 


/s/ Max M. Kampelman 

Attorney for Libelee | 
1700 K Street, N. W. 
Washington, D. C. 


| 
' 
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17 [Filed Sep. 5, 1956] 
IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


UNITED STATES OF AMERICA ) 
vw DC 18-55 
127 packages, more or less, of an ) 
article labeled in part: "Buticaps" ***. ) 
MOTION TO AMEND LIBEL 


Now comes the United States of America by Oliver Gasch, United 
States Attorney, and Mrs. Helena D. Reed, Assistant United States At- 
torney, for the District of Columbia, and pursuant to Rule 15(a) of the 
Federal Rules of Civil Procedure moves this Honorable Court for leave 


to amend the libel filed in this case by inserting between paragraphs 3 
and 4 of the libel, the following paragraph: | 


3(a). That the aforesaid articles were further mis- 
branded when introduced into and while in interstate com- 
merce, within the meaning of said Act, 21 U.S.C. 352(a) 
in that the name "Buticaps"” appearing on the aforesaid 
package labels, leaflet, and booklet, represents, suggests, 
and implies that the articles will beautify the skin of the 
user, which name is false and misleading since the articles 
will not beautify the skin of the user. 


/s/ Oliver Gasch 
United States Attorney 


/s/ Helena D. Reed 
Assistant United States 
Attorney 
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IN THE UNITED STATES DISTRICT COURT | 
FOR THE DISTRICT OF COLUMBIA 
[ Filed Sep. 17, 1956] 


UNITED STATES OF AMERICA ) 
V. D.C. 18-55 
) | 

) 


127 packages, more or less of an article 
labeled in part: ''Buticaps" ***, 


Upon the averments and for cause shown to the satisfaction of the 
Court, as set forth in the motion filed on behalf of the Libellant in the 
above-entitled case, it is this 17 day of September, 1956, : 

ORDERED that the Libel be and it is hereby amended by inserting 
between paragraphs three and four of the Libel, the following paragraph: 

3(a). That the aforesaid articles were further misbranded 
when introduced into and while in interstate commerce, within 

the meaning of said Act, 21 U.S.C. 352(a) in that the name 

"Buticaps" appearing on the aforesaid package labels, | leaflet 

and booklet, represents, suggests, and implies that the 

articles will beautify the skin of the user, which name is 

false and misleading since the articles will not beautify the 

skin of the user. 


/s/ ¥. Dickinson tt 
JUDGE 





UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 
[ Filed Oct. 5, 1956] 
United States of America 
v. 


127 packages, more or less, of an article labeled 
in part: ''Buticaps the internal skin conditioner 


) | 

) No. 18-55 

) F. D.C. No. 38728 
) 
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for Normal Or Dry Skin," etc., and 
77 packages, more or less, of an article labeled 


in part: "Buticaps the internal skin conditioner 
For Oily Skin," etc. 


ee eee ee ee ee” 


CLAIM 


Now appears before this Honorable Court Buticaps, Inc., a cor- 
poration duly organized and existing under the laws of the State of Cali- 
fornia, with its principal place of business in the City of Los Angeles, 
State of California, intervening in this proceeding for the interest of it- 
self as owner of the articles above described, and makes claim to the 
said articles as the same is attached by the United States Marshal for 
this district under process of this Court at the instance of the United 
States of America, libelant; 

And said claimant avers that it is the true and bona fide sole 
owner of the said articles and that no other person is the owner thereof; 
wherefore it prays to defend accordingly. 

BUTICAPS, Inc. 
By /s/ Max M. Kampelman 
Attorney for Claimant 


State of Wisconsin ) 
) SS.: 
County of Marathon ) 


David L. Truman, being duly sworn, deposes and says that he is 
the president of Buticaps, Inc., the corporation which is described in 
and which executed the foregoing Claim; that he has authority to act on 
behalf of the corporation in this matter and that he has authorized Max 
‘M. Kampelman to sign said Claim pursuant to said authority; and that 
he has read said Claim and knows the contents thereof, and that the same 
is true to the best of his knowledge, information, and belief. 

/s/ David L. Truman 
Sworn to before me this 2nd day of 
October, 1956 


/s/ Helen Schield 
Notary Public 


x * 





[ Filed Oct. 9, 1956] 
UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


United States of America 
Vv. 


127 packages, more or less of an article labeled 
in part: "Buticaps the internal skin conditioner 
For Normal Or Dry Skin," etc., and 


| 
18+ — 
_D. C. No. 38723 
| 


"3 


77 packages, more or less of an article labeled 
in part: 'Buticaps the internal skin conditioner 
For Oily Skin," etc. 


) 
) 
) 
) 
) 
) 
) 
) 
) 
) 


AMENDED ANSWER ! 


Now comes the libelee and for its amended answer to the libel of 
information herein filed says: ! 

1. That it admits the allegation in paragraph 1 that this jibel is 
filed by the United States of America. | 

2. That it admits the allegations in paragraph 2 that the packages 
in issue were shipped in interstate commerce and that the consignee re- 
ceived an advertising booklet containing statements relating to the 
product. 

3. That it admits the allegations in paragraph 3. Libelee asserts 
that the product will be substantially relabeled so as to comply with the 
provisions of the Federal Food, Drug and Cosmetic Act (21 U.S.C. 
301 et seq.). 7 

3(a). That it denies the allegations in paragraph 3(a) and asserts 
that the name "Buticaps" is neither false nor misleading since itisa 
coined word which has no meaning aside from the meaning given it by 
naming this product. 

4. That it admits the allegations in paragraph 4 but asserts that 
the product will be substantially relabeled so that it will comply with the 
provisions of the Federal Food, Drug and Cosmetic Act (21 U.S.C. 301 
et seq. ). ! 
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5. That it admits the allegations in paragraph 5, but asserts that 
the product will be substantially relabeled so that it will comply with the 
provisions of the Federal Food, Drug and Cosmetic Act (21 U.S. C. 301 ° 
et _seq.). 

6. That it admits the allegation in paragraph 6 that the articles in 
issue are within the jurisdiction of this Court. 

7. Libelee asserts that it will move the Court under sec. 334(a) 
of the Federal Food, Drug and Cosmetic Act (21 U.S.C. 301 et seq.) for 
an order directing that the articles be delivered to their owner to be 
brought into compliance with the provisions of the Federal Food, Drug 
and Cosmetic Act (21 U.S.C. 301 et seq.). 

. Wherefore, libelee prays that the Court determine that the allega- 
tions contained in paragraph 3(a) of the Complaint are unfounded and un- 
supported and that libelee need not change the name of the product in order 
to bring it into compliance with the provisions of the Federal Food, Drug 
and Cosmetic Act (21 U.S.C. 301 et seq.). 


/s/ Max M. Kampelman 
Attorney for Libelee 
1700 K Street, Northwest 
Washington 6, D. C. 


[Filed Nov. 15, 1956] 
UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


UNITED STATES OF AMERICA, 
Libelant 
v. : D.C. 18-55 


127 packages, more or less, of an article : 
labeled in part ''Buticaps *** " : 


MOTION FOR JUDGMENT ON THE PLEADINGS 


Comes now the United States of America, by Oliver Gasch, United 
States Attorney, and Helena D. Reed, Assistant United States Attorney, 
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13 
for the District of Columbia, and moves the Court pursuant to Rule 12(c) 
of the Federal Rules of Civil Procedure for judgment on the pleadings 
filed herein, on the ground that all material facts stated in the libel, as 
amended, have been admitted by the amended answer filed herein. 
/s/ Oliver Gasch | 
United States Attorney | 
/s/ Edward P. Troxell, Principal 
Assistant United States ‘iad 
/s/ EE. Riley Casey 
Assistant United States Attomey 
/s/ Helena D. Reed ! 
Assistant United States Attorney 





(CERTIFICATE OF SERVICE) 


[ Filed Jan. 14, 1957] 
UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 





United States of America, 
Vv. 


127 packages, more or less of an article labeled 
in part: "Buticaps the internal skin conditioner 
For Normal Or Dry Skin," etc., and 


_ No. 18-55 
iG No. 38723 


WO 
= Re) 


77 packages, more or less of an article labeled 
in part: 'Buticaps the internal skin conditioner 
For Oily Skin," etc. 


ee ee ee Nee Nee Nee ee ee ee ee” 


CLAIMANT'S MEMORANDUM ON LIBELANT'S| 
MOTION FOR JUDGMENT ON THE PLEADINGS 





* * oe * * * 
Il. i 
ARGUMENT ; 
A. : 


Claimant does not oppose libelant's Motion for | 


Judgment on the Pleadings. | 
| 
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B. 
Claimant concedes that libelant's Motion for 
Judgment on the Pleadings should be granted, 
but disagrees with libelant's views of its conse- 
quences. 

Libelant’s memorandum goes to some length to demonstrate that 
even though claimant has denied that the use of the name "Buticaps" con- 
stitutes misbranding, the mere fact that other violations of the Act have 
been admitted entitles it to a judgment of condemnation on the pleadings. 

Claimant agrees that libelant's statement of the law on this point 
is correct and that libelant is, therefore, entitled to a Judgment on the 
Pleadings on its favor. However, as libelant's memorandum, perhaps 
somewhat prematurely, proceeds to discuss some of the consequences 
of such a judgment, claimant wishes to state most respectfully its own 
understanding of the law on the points covered. 

C. 
If this Motion is granted, claimant's pleading 


with regard to the name "Buticaps" must be taken 
as true. 


* * * * 
I. 
CONCLUSION 


Claimant agrees that libelant is entitled to Judgment on the Plead- 
ings. It respectfully submits, however, that a decree entered by the 
Court on such a motion is based on a findings that the two counts in the 
libel to which the claimant admits are the basis for granting the judgment 
and that the third count of the libel relating to the name "Buticaps" is 
taken to be false since it is an allegation of the moving party which has 
been denied. 

Dated: January 14, 1957. 

/s/ Max M. Kampelman 


Attorney for Claimant 
1700 K Street, N. W. 
Washington 6, D. C. 





! 40 
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[ Filed Jan. 25, 1957] 
THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


UNITED STATES OF AMERICA | 
v. : D.C. No. 18-55 
127 packages . . . BUTICAPS, etc. ! 


Memorandum 


The Government's motion for judgment on the ete i is granted, 
and apart from that is not opposed by the libelee. | 

That being so, the deized articles are released in the discretion of 
the Caurt under the provisions of 21 USC 334(d) for relabeling. Pro- 
vided, however, that the claimant post a good and sufficient bond to in- 
sure compliance with the statute and that relabeling is done under the 
supervision of an officer or employee duly designated by the Secretary 
of the Department of Health, Education and Welfare, as the statute pro- 
vides, the expenses of such supervision to be paid by the claimant. The 
Court regards these provisions as mandatory. | 

Order accordingly. 





/s/ Matthew F. McGuire 
United States District Court 
January 25, 1957 


[ Filed Feb. 19, 1957] | 
IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 





UNITED STATES OF AMERICA ) | 
v. D.C. No. 18-55 
127 packages . . . BUTICAPS, etc. ) 





ORDER FOR JUDGMENT ON THE PLEADINGS 


This cause came on to be heard on plaintiff's motion for judgment 
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on the pleadings, which were not opposed by the libelee, and it appearing 
to the Court that plaintiff is entitled to judgment in his favor on the un- 
disputed and uncontested facts appearing in the pleadings, it is this 19th 
day of February, 1957, 

ORDERED, that judgment on the pleadings be entered in favor of 
plaintiff. 

/s/ Mathew F. McGuire 


JUDGE 
* 


[ Filed Feb. 28, 1957] 
IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


UNITED STATES OF AMERICA, ) 
¥. D.C. No. 18-55 


127 packages .... BUTICAPS etc. ) 
MOTION TO RELABEL CONDEMNED ARTICLES 


Now comes the libelee and moves the Court, under the provisions 
of 21 U.S.C. 334(d), for an order directing the condemned articles to be 
delivered to libelee, after the payment of costs and the execution of a good 
and sufficient bond, to be brought into compliance with the provisions of 
the Federal Food, Drug and Cosmetic Act as the Court has found those 
provisions to have been violated. 

Libelee further requests that the Court specify that pursuant to the 
judgment in this case the statute has been found to have been violated in 
the following manner and only in the following manner. 

(1) Misbranding in reference to a leaflet entitled "Buticaps", en- 
closed in each package of the condemned article; 

(2) Misbranding in reference to two designations appearing on the 
label of the seized articles; 

And that the Court further specify that the seized articles must now 





17 
be brought into compliance with the Federal Food, Drug and Cosmetic 
Act, supra, by appropriate relabeling but that, pursuant to the aforesaid 
judgment, there has been no judicial determination in this action that the 
name "Buticaps" does not comply with the statute, which name need, there- 
fore, not be changed under the judgment entered heretofore in this action. 
/s/ Max M. Kampelman 


Attorney for Libelee 
1700 K Street, Northwest 
Washington 6, D. C. 


*eK KK * 


(CERTIFICATE OF SERVICE) 


[Filed March 15, 1957] | 
IN THE UNITED STATES DISTRICT COURT | 
FOR THE DISTRICT OF COLUMBIA 





DC 18-55 
POINTS AND AUTHORITIES 


UNITED STATES OF AMERICA 


127 packages . . . BUTICAPS, etc. TION TO RELABEL CON- 


DEMNED ARTICLE 
: 

Comes now the United States of America, libelant, and states as 
follows: 

1. Libelant does not oppose the entry of an order dicta that the 
condemned article be delivered to claimant, after the payment of costs 
and the execution of a good and sufficient bond to be brought into compli- 
ance with the provisions of the Federal Food, Drug, and Cosmetic Act. 
Such an order is in accordance with the memorandum filed herein by the 
Honorable Matthew F. McGuire on January 25, 1957, and the order for 
judgment on the pleadings entered subsequently thereto on February 19, 
1957. In accordance with that memorandum and the subsequent order, 
there is attached hereto a proposed decree releasing the condemned 
article to the claimant for relabeling. 

2. Libelant does oppose that portion of the motion to belabel the 


) 
) 

Be IN OPPOSITION TO MO- 
) 


| 


| 
| 
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18 
condemned article which requests that the decree specify that the name 
"Buticaps" need not be changed under the judgment entered heretofore 
in this action, since the Court's memorandum previously referred to 
filed herein on January 25, 1957, provides as follows: 

". . . the seized articles are released in the dis- 

cretion of the Court under the provisions of 21 

USC 334(d) for relabeling. Provided, however, 

that the claimant post a good and sufficient bond 

to insure compliance with the statute and that re- 

labeling is done under the supervision of an officer 

or employee duly designated by the Secretary of the 

Department of Health, Education and Welfare, as 

the statute provides, the expenses of such super- 

vision to be paid by the claimant. The Court re-- 

gards these provisions as mandatory." 

3. At the previous hearing on the motion for judgment on the plead- 
ings the question of the misleading nature of the name "Buticaps" was ar- 
gued both by the attorney for the libelant and the attorney for the claimant. 
The pamphlet seized herein entitled "Here's How To Promote, To Sell, 
To Profit With Buticaps" was presented to and not excluded by the court 
in connection with an oral motion made by libelant's attorney to consider 
the motion for judgment on the pleadings as a motion summary judgment 
in respect to the misleading nature of the name "Buticaps". Since this 
point was fully argued, and the court provided in its memorandum opinion 
"That relabeling is done under the supervision of an officer or employee 
duly designated by the Secretary of Health, Education, and Welfare", we 
construe this determination as placing within the discretion of the super- 
vising agency whether to allow the use of the name "Buticaps"” on the re- 
labeled article. This accords with the argument advanced in the "Govern- 
ment's Memorandum in Support of Motion For Judgment on the Pleadings" 
pages 5 to 8, which was previously filed herein. 

For the foregoing reasons, we respectfully submit that the motion 
to relabel the condemned article should be granted after the payment of 
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costs and the execution of a good and sufficient bond providing, however, 
that the decree allowing relabeling should specify either that the name 
"Buticaps" is false and misleading or that the allowance or disallowance 
of the use of this name shall be discretionary with the agency super- 
vising the relabeling of the condemned article. 

Respectfully submitted, 





| 


/s/ OLIVER GASCH _ 
United States Attorney 
/s/ EDWARD P. TROXELL, 
Principal | 
Assistant United States Attorney 
/s/ E. RILEY CASEY 
Assistant United States Attorney 
/s/ HELENA D. REED 


Assistant United States Attorney 
(CERTIFICATE OF SERVICE) | 


[Filed March 15, 1957] | 
IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


UNITED STATES OF AMERICA ) | 
v. D.C. No. 18-55 
127 packages. . . BUTICAPS, etc. ) 


REPLY TO OPPOSITION TO LIBELANT'’S 
MOTION TO RELABEL CONDEMNED ARTICLES 
Libelant's Points and Authorities in Opposition to Motion to Relabel 

Condemned Articles refers to an "oral motion made by libelant's attorney 
to consider the motion for judgment on the pleadings as a motion [for] 
summary judgment." Libelee's attorney does not recall that such a mo- 
tion was made and is unable to obtain a copy of the stenographic record on 
short notice. However, irrespective of whether such a motion was made, 
the record will show that no such motion was granted. The hearing in 
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this matter took place on a Motion for J udgment on the Pleadings, 
no evidence was introduced on the issue of the name "Buticaps" and 
the final judgment in this action was a Judgment on the Pleadings. 
That judgment means that for purposes of this action libelant's 
allegation with regard to the name "Buticaps" which was denied 

by libelee, is taken as false. See 2 Moore's Federal Practice 

at p. 2269, citing, inter alia, Art Metal Construction Co. v. 
Lehigh Structural Steel Co., 116 Fed. 57(C.C.A. 3, 1940). 


/s/ Max M. Kampelman 
Attorney for Claimant 


1700 K Street, N. W. 
Washington 6, D. C. 


[ Filed April 5, 1957] 
IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


UNITED STATES OF AMERICA 


) 

v. D.C. No. 18-55 
) 
) 


127 packages . . . BUTICAPS, etc. 


LIBELLANT'S REPLY MEMORANDUM 
* * * * * * * 


Both upon argument of the prior motion and now, it is the 
Department's position that the name "Buticaps" is false and misleading 
as applied to the condemned article, and that it would be a violation of 
the statute involved to allow relabeling under that name. 
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We do not oppose release of the article for relabeling, but we 
do oppose the remainder of the claimant's motion which asks this 
court to determine a question which it has in its prior opinion 'com- 
mitted to the agency's discretion. We submit that the superyisory's 
Department's decision on whether the proposed relabeling would 
bring the drug into compliance should be sustained unless an abuse 
of discretion is shown. The name "Buticaps", as the promotional 
material for the drug so plainly establishes, is a representation 
that this is a "beauty capsule", and this we believe is clearly false. 
Claimant could only show an abuse of discretion in supervising the 
relabeling by establishing that these simple vitamins are indeed 
beauty capsules and that the Department wrongfully refuses to 
accept that as a fact. No such showing has been made -- nor can 
it be made. All claimant shows is its false premise that the 
motion for judgment on the pleading has admitted that the name 


"Buticaps" is not false or misleading. The claimant's motion 
should be denied. ! 


Respectfully submitted, | 
/s/ Oliver Gasch 
UNITED STATES ATTORNEY 


/s/ Edward P. Troxell, Principal 
Assistant United States eta 


/s/ &. Riley Casey 
Assistant United States Attorney 


/s/ Helena D. Reed 
Assistant United States Attorney 


[ Certificate of Service] 
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[ Filed May 21, 1957] 
IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


UNITED STATES OF AMERICA 
vy, ) D.C. No. 18-55 
127 packages . . . BUTICAPS, etc. ) 


DECREE OF CONDEMNATION AND DESTRUCTION 


This cause was heard upon claimant's motion to relabel and oral 
motion to vacate the judgment on the pleadings previously entered herein. 
The court, having read the memoranda filed by both parties and having 
heard oral argument, entered an order on April 8, 1957 denying both the 
motion to relabel the condemned article and the oral motion to vacate 
the judgment on the pleadings. 

From the papers filed herein and the argument of claimant, it 
appears that the claimant continues to insist that the judgment on the 
pleadings previously entered herein on February 19, 1957 adjudicated in 
claimant's favor the issue presented by the pleadings as to whether the 
name "Buticaps" is false and misleading within the meaning of 21 U.S.C. 
352 (a). Relying upon this claimed adjudication, the claimant argued in 
its motion to relabel that the court should enter an order providing that 
the name “Buticaps" need not be changed when the article is relabeled 
under the supervision of the Department of Health, Education and Wel- 
fare. 

The Court previously indicated in its memorandum dated January 25, 
1957, that the claimant would be allowed to relabel the condemned article 
under the provisions of 21 U.S.C. 334 (d); provided, however, that such 
relabeling would be under the supervision of an officer or employee duly 
designated by the Secretary of Health, Education and Welfare, as is re- 
quired by that Section of the Code. The claimant has shown no evidence 

that the employees of the Department are acting or intend to act 
arbitrarily in the course of such relabeling other than its mistaken re- 
liance upon the claimed adjudication as to the name "Buticaps." It appears 
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to the Court that, because of claimant's insistence upon the use of the name 
"Buticaps", further efforts to relabel would be fruitless. 
WHEREFORE, the Court hereby exercises its discretion provided 
for in 21 U.S.C. 334 (d), and orders that the seized articles previously 
found to be misbranded by the judgment on the pleadings be pao 
by the United States Marshal for this District. 
/s/ MATTHEW F. McGUIRE 
United States District Judge 





May 21, 1957 


[ Filed May 27, 1957] 
UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 





UNITED STATES OF AMERICA 
Plaintiff. 


127 PACKAGES... BUTICAPS | 
Defendant. 


) | 

) i 

) | 
vs. Civil No. D.C. 18-5 

) 

) 


NOTICE OF APPEAL 


Notice is hereby given this 27 day of May, 1957, that The claimant 
BUTICAPS, INC. hereby appeals to the United States Court of Appeals 
for the District of Columbia from the judgment of this Court entered on 
the 21st day of May, 1957 in favor of the UNITED STATES against said 
CLAIMANT. 

/s/ EUGENE —" 
Attorney for Claimant ! 
1701 K St., NW. 
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[ Filed May 28, 1957] 
IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


UNITED STATES OF AMERICA ) 
Vv. D. C. No. 18-55 

127 packages.... BUTICAPS, etc. ) 

ORDER STAYING EXECUTION OF FINAL ORDER PENDING 

APPEAL 

Upon oral motion in behalf of the claimant herein for a stay of exe- 
cution of the final order of condemnation and destruction entered herein on 
May 21, 1957, and it appearing that the claimant has duly filed a notice of 
appeal, it is, by the Court, this 28th day of May, 1957, 

Ordered, that execution of the aforesaid order directing the United 
States Marshal to destroy the seized articles be and the same is hereby 
stayed until the final disposition of the appeal taken in this case, provided 


that the claimant promptly file a bond for appeal in the penal sum of $250. 


/s/ Mathew F. McGuire 
Judge 
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No. 13,993 
STATEMENT OF THE QUESTIONS PRESENTED 


The appellant’s vitamin preparation, “Buticaps,” was con- 
demned under the Federal Food, Drug, and Cosmetic Act. 
This resulted from admissions in the pleadings that the drug 
was misbranded in two of three respects; more particularly 
that it had been falsely represented for the prevention and 
treatment of unsightly skin diseases and conditions. 

This appeal involves appellant’s nights in reclaiming the 
drug for relabeling, under supervision of the Food and Drug 
Administration, to bring it into compliance with law. 

In the opinion of the appellee, the following questions are 
presented : 

1. By making a motion for judgment on the pleadings 
which left one of three alleged misbrandings unadjudicated, 
was the Food and Drug Administration precluded in super- 
vising relabeling from requiring the removal of the name 
“Buticaps”? 

2. If not, did the District Court abuse its discretion in order- 
ing destruction when an impasse developed, appellant insist- 
ing its right to the continued use of “Buticaps” had been 
established by the motion; the Food and Drug Administra- 
tion contending that the motion established nothing of the 
kind and that “Buticaps” falsely represented itself as a beauty 
capsule. 

3. After condemnation, does appellant have a due process 
right to a full fledged trial on how the drug must be relabeled 
to bring about compliance, or does the supervisory agency’s 
judgment on the necessary relabeling steps stand if neither 
arbitrary nor capricious? 

«) 








Counterstatement of the case 
Statutes involved 


I. The Government’s motion for judgment on the pleadings did 
not have the effect of adjudicating in appellant’s favor the 
right to use the name “Buticaps” 

II. If an article of drug is misbranded in any one of the ways 
alleged, it is subject to condemnation, and disposition of 
the condemned article rests within the discretion of the 


III. It would have been unreasonable to allow claimant to con- 
tinue using the name, “Buticaps,” on the condemned 
article, when the drug would not fulfill the benefits implied 
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Gnited States Court of Appeals 


FOR THE DISTRICT OF COLUMBIA CIRCUIT 


No. 13,993 


Boticaps, INC., ET AL., APPELLANT 
v. 
UNITED STATES OF AMERICA, APPELLEE 


APPEAL FROM THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


BRIEF FOR APPELLEE 


COUNTERSTATEMENT OF THE CASE 


On November 30, 1955, the Government filed Libel of Infor- 
mation alleging misbranding of the articles in question (Ap- 
pellant’s App. 1). Libelee filed an answer on April 16, 1956 
(Appellant’s App. 6). An amended Libel and subsequent 
amended answer were filed (Appellant’s App. 8, 11). On 
November 15, 1956, the Government filed a motion for judg- 
ment on the pleadings (Appellant’s App. 12), which after argu- 
ment, was granted (Appellant’s App. 15). On May 21, 1957, 
the court entered a decree of condemnation and destruction 
(Appellant’s App. 22), which order was stayed pending this 
appeal (Appellant’s App. 24). 

1. The charges of misbranding admitted in the amended 
answer are entwined with the allegation that the name “Buti- 
caps” is false and misleading. We believe it pertinent, there- 
fore, to set forth verbatim the admitted falsehoods. The label- 
ing falsely represented that “Buticaps” are an adequate and 
effective treatment for dry or oily skin, unslightly blemishes of 


(1) 
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acne and other skin disorders in the adolescent, and skin con- 
ditions due to over indulgence; are a revolutionary new ap- 
proach to skin conditioning; will aid in prematurely “aged 
skin”; are effective in retaining the normal moisture and stabi- 
lizing the oil balance of the skin; have beneficial effects on 
the eyes, hair, scalp, teeth and gums; bring nourishment to a 
starving complexion and aid in carrying away wastes which 
cause unsightliness; and are an effective treatment for scaly 
or cracked skin, enlarged pores, unnecessary wrinkles and that 
“tired look” (Appellant’s App. 5). 

2. Though the appellants denied the allegation that the 
name “Buticaps” represented and suggested that the article 
was a beauty capsule, its counsel at oral argument admitted 
that the name of the product was intended to be pronounced 
“beauty-caps” (App. 23).” 

3. Moreover, while the District Court granted a motion for 
judgment on the pleadings and not a summary judgment (Ap- 
pellant’s Br. 6), Government counsel brought to the court’s 
attention Rule 12 (c) which provides that if matters outside 
the pleadings are presented to and not excluded by the court, 
the motion shall be treated as a motion for summary judgment 
(App. 34). Thereupon, attention was drawn to the pam- 
phlet “here’s how * to promote * to sell * to profit with Buti- 
caps,” which the court had received and examined (App. 27, 
34). This pamphlet was admitted by the claimant to be label- 
ing and to contain false claims (Appellant’s App. 11,12). It 
was seized along with the articles. Plainly, the court was free 
to consider this pamphlet in determining whether to allow the 
relabeling of the articles under the name “Buticaps” and on 
the question whether the Food and Drug Administration was 
acting arbitrarily in refusing to sanction continued use of the 
name on the relabeled articles (Ex. 1, R. 110). 

4. The appellants say Judge McGuire’s decree ordering de- 
struction was a “gross abuse of discretion,” because “appellant 
has given no indication that the relabeling process would be 
fruitless if it (appellant) is proved wrong in its legal position” 
(Appellant’s Br. 24). But appellant’s attorney argued at 
length ‘that denial of his‘motion to use the name “Buticaps” 


* Appellee’s appendix, hereinafter referred to as “App. —.” 
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would mean claimant could not continue to do business (App. 
22, 23). Its central argument throughout was that the judg- 
ment on the pleadings for the government adjudicated in its 
favor the right to continue the use of the name “Buticaps” 
(App. 31). A reading of the arguments on the motions shows 
that, if the name could not be retained, appellants were not 
interested in relabeling. No alternate proposal was ever put 
forward. 

Both the court and the Food and Drug Administration were 
willing to allow appropriate relabeling, provided the name was 
changed, but appellant was unwilling to relabel without the 
name “Buticaps” (Appellant’s App. 15, App. 38). The Dis- 
trict Court thereupon concluded that further efforts to relabel 
would be fruitless “because of claimant’s insistence upon the 
use of the name ‘Buticaps’.” Judge McGuire found specifi- 
cally that “the claimant has shown no evidence that the em- 
ployees of the Department are acting or intend to act arbi- 
trarily in the course of such relabeling other than its mistaken 
reliance upon the claimed adjudication as to the name” (Ap- 
pellant’s App. 22~23). 


STATUTES INVOLVED 


Federal Food, Drug, and Cosmetic Act: 21 U.S. C. § 334 
(d) provides in pertinent part: 

Any * * * drug * * * condemned under this section 
shall, after entry of the decree, be disposed of by de- 
struction or sale as the court may, in accordance with 
the provisions of this section, direct and the proceeds 
thereof, if sold, less the legal costs and charges, shall 
be paid into the Treasury of the United States; but 
such article shall not be sold under such decree contrary 
to the provisions of this Act or the laws of the juris- 
diction in which sold: Provided, That after entry of 
the decree and upon the payment of the costs of such 
proceedings and the execution of a good and sufficient 
bond conditioned that such article shall not be sold or 
disposed of contrary to the provisions of this Act or 
the laws of any State or Territory in which sold, the 
court may by order direct that such article be delivered 


& 


to the owner thereof to be destroyed or brought into 
compliance with the provisions of this Act under the 
supervision of an officer or employee duly designated 
by the Secretary, and the expenses of such supervision 
shall be paid by the person obtaining release of the 
article under bond. * * * 


Federal Rules of Civil Procedure: Rule 12 (c) provides: 


Motion for Judgment on the Pleadings. After the 
pleadings are closed but within such time as not to de- 
lay the trial, any party may move for judgment on 
the pleadings, If, on a motion for judgment on the 
pleadings, matters outside the pleadings are presented 
to and not excluded by the court, the motion shall be 
treated as one for summary judgment and disposed 
of as provided in Rule 56, and all parties shall be given 
reasonable opportunity to present all material made 
pertinent to such a motion by Rule 56. 


SUMMARY OF ARGUMENT 


A motion for judgment on the pleadings admits the truth 
of the allegations of the opposing party for purposes of the 
motion only. A judgment on the pleadings adjudicates only 
such issues as are necessary for the determination of the mo- 
tion. There has been no adjudication of the truth or falsity 
of the name “Buticaps” in favor of either appellant or appellee. 

An action under Section 304 (a) of the Federal Food, Drug, 
and Cosmetic Act is an in rem action to determine whether the 
seized article is adulterated or misbranded. If the article is 
misbranded in any one of the ways alleged in the libel it must 
be condemned and forfeited to the United States. The admis- 
sions in appellant’s answer conclusively established misbrand- 
ing and, therefore, required a judgment of condemnation and 
forfeiture. 

After entry of a judgment of condemnation, the trial court 
has discretion whether to destroy the article or to allow it to 
be brought into compliance with the law under the supervision 
of the Department of Health, Education, and Welfare. The 
exercise of such discretion is reviewable only to correct a gross 
abuse of discretion. There has been no such abuse of discre- 
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tion shown here, since the order of destruction was: entered 
only after claimant indicated it would not abide by the direc- 
tions of the agency charged by law with supervising the re- 
labeling. The direction complained of was to change the 
‘name “Buticaps,” which in the supervising agency’s opinion is 
false and misleading as applied to the condemned article. This 
direction, as found by the district court, was not arbitrary or 
unreasonable, since the name “Buticaps” considered in the 
light of the labeling and the admissions in the answer, could 
reasonably be thought false and misleading. 

When 2 drug is condemned, as here, for grossly false and mis- 
leading labeling statements, the owner has no right to repossess 
it at all. If the district court allows repossession, the court 
can place such conditions as he deems reasonable upon the 
owner to insure that the drug when relabeled will comply with 
all applicable laws, and will no longer bear false and mislead- 


ing labeling claims. 
ARGUMENT 


I 


The Government’s motion for judgment on the pleadings did 
not have the effect of adjudicating in appellant’s favor th 
right to use the name “Buticaps” . 


It is conceded by appellant that the district court was cor- 
rect in entering a decree condemning the misbranded drugs it 
had shipped in interstate commerce (Br. 12-13). There is, 
therefore, no dispute as to the fact that the Government was 
entitled to judgment on the pleadings. 

Although appellant apparently argues (Br. 11-16) that 
there is a dispute whether the judgment on the pleadings ad- 
judicated the false and misleading status of the name “Buti- 
caps,” that is not our position. While we argued in the trial 
court that the court could have granted summary judgment as 
to the name (App. 34), such a judgment was not entered; and, 
therefore, the status of the name was left unadjudicated. To 
this extent, appellant and appellee are in agreement. 

Where we differ is over appellants argument here, which is 
the same erroneous argument it advanced below, that the 
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granting of judgment on the pleadings for the Government on 
the undisputed misbranding, in some mystic way operated as 
@ judgment in favor of appellant over the misleading impact 
of the name “Buticaps.” 

Appellant cites authorities holding that for the purpose of 
disposing of a motion for judgment on the pleadings, all of the 
allegations in the opposing party’s pleadings are admitted for 
the purpose of the motion (Br. 13-15). With this indisput- 
able principle of law we do not quarrel. However, appellant 
seeks to leap from this established principle to a much broader 
thesis for which no authority is cited, nor can be cited. Appel- 
lant apparently argues that a motion for judgment on the 
pleadings admits the truth of the opposing party’s pleadings 
not only for the purpose of the motion, but for all future steps 
in the litigation (App. 23-25; Appellant’s Br. 23). 

The cases and authorities cited by appellant state no more 

than when a motion is made for judgment on the pleadings, the 
moving party admits the allegations of his opponent for the 
purpose of the motion. The very authorities cited by appel- 
lant establish that admissions made by a motion for judgment 
on the pleadings are for purposes of the motion only. For 
example, appellant’s quotation from 2 Moore’s Federal Prac- 
tice, 2d Ed., Sec. 12.15, p. 2269, begins: “For the purposes of 
the motion, all well-pleaded material allegations . . . are to be 
taken astrue ...” (Appellant’s Br. 14). 
_' And, the quotation at the top of page 15 of appellant’s 
brief from 3 F. R. Serv. 676, states that the admissions made 
by a motion for judgment on the pleadings are for the pur- 
pose of the motion. This principle would appear to be too 
well established to need further citation of authority. The 
invalidity of appellant’s position that the admissions on the 
motion carry through and become part of the judgment is 
demonstrated by other statements in its own brief. Appel- 
lant states (Br. 15): “Thus the only misbranding which can 
be said to have been judicially determined were those con- 
ceded by appellant.” This is the same position we urge; 
that the judgment of the trial court did not determine the 
truth or falsity of the name “Buticaps” since it was wholly 
unnecessary to the entry of the judgment. 
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To say that the allegation concerning the falsity of the 
name was not judicially determined, does not, however, mean 
that appellant has won the right after condemnation of the 
misbranded drugs to repossess them and be free to sell them 
as “Buticaps.” As Section 304 (d) of the Federal Food, Drug, 
and Cosmetic Act [21 U. S. C. 334 (d)], makes clear, upon 
condemnation the district court “may by order direct that such 
article be delivered to the owner thereof to be destroyed or 
brought into compliance with the provisions of this Act .. .” 
The use of the permissive “may” leaves it to the district 
court’s discretion to determine whether or not to allow con- 
demned articles to be repossessed. 


II 


If an article of drug is misbranded in any one of the ways 
alleged, it is subject to condemnation, and disposition of the 
condemned article rests within the discretion of the trial 
court 


Under the Federal Food, Drug, and Cosmetic Act, a mis- 
branded or adulterated drug which has been shipped in inter- 
state commerce is to be condemned by the District Court in 
whose jurisdiction it is seized. 21 U.S. C. § 334 (a) and (d). 

Whether the drug is both adulterated and misbranded, or 
is misbranded in one or one hundred ways is of no practical 
importance in deciding whether or not to enter a decree of 
condemnation. If any one charge of adulteration or mis- 
branding, as alleged in the libel, is established the decree of 
condemnation follows. Colusa Remedy Co. v. United States, 
176 F. 2d 554 (8th Cir. 1949), cert. denied, 338 U. S. 911; 
United States v. 6 doz. btls. . . . “Dr. Peter’s Kuriko’”, 158 
F. 2d 667, 669, 670 (7th Cir. 1947); United States v. One De- 
vice... “Tox Eliminator’, 160 F. 2d 194, 200 (10th Cir. 
1947); United States v. 111%, Dozen... Mrs. Moffat’s 
Shoo Fly Powders for Drunkenness, 40 F. Supp. 208, 209 (W. 
D.N. Y., 1941). 

After the decree of condemnation has been entered, the 
court, may, at its option, order the article, which has been 
condemned as violating the law, destroyed; or, upon motion 
of the claimant, the court may allow it to be brought into 
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compliance with the law. Contrary to appellant’s argument 
(Br. 24), Section 304 (d) of the Federal Food, Drug, and Cos- 
metic Act [21 U.S. C. § 334 (d)]J, makes no distinction be- 
tween the power of a district court to order destruction of an 
article condemned because of misleading claims, and one con- 
demned as a health menace. 

As early as 1920, Judge Augustus Hand, acting under similar 
provisions of the 1906 Food and Drugs Act, ordered destruction 
of a misbranded shipment of oil based upon considerations 
wholly unconnected with any deleterious effect of the con- 
demned article. 

In United States v. Two Cans of Ou of Sweet Birch, 268 Fed. 
866 (S. D. N. Y., 1920), he stated: 


“The claimant asks to be allowed to furnish a bond 
and to have the merchandise released so that he can sell 
it by correct description. It is not denied that the mer- 
chandise is not deleterious. The release of these ar- 
ticles after bond is, in my opinion, discretionary with 
the court. Section 10 of the Food and Drugs Act pro- 
vides that any article of food that is adulterated or mis- 
branded and is a subject of interstate commerce ‘shall 
be liable to be proceeded against in any district court of 
the United States within the district where the same is 
found and seized for confiscation by a process of libel 
for condemnation.’ 

“There follows in a subsequent clause in section 10, 
supra, & provision empowering ‘the court by order (to) 
direct that such articles may be delivered to the owner 
thereof.’ 

“This is not mandatory but clearly permissive. The 
claimant here has been convicted of a similar offense 
before and has numerous other proceedings pending 
against him. I regard the application as addressed 
wholly to my discretion and I decline to exercise it in 
favor of the claimant under existing circumstances. 
The misbranding was fraudulent and injurious to com- 
petitors in the trade.” 


Congress cannot be thought to have been unaware of the 
discretionary nature of the power given to destroy or return 
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condemned articles to the owner for reprocessing. Yet, in 
passing Section 304 (d) of the 1938 Federal Food, Drug, and 
Cosmetic Act, it used practically identical language to that 
construed by Judge Hand in the case just cited. In the Senate 
Committee’s report on S. 5 in the 74th Congress, the Commit- 
tee said: “Paragraph (d) sets forth substantially the provision 
of the present law concerning the condemnation of goods seized 
and authorization for release of such goods under bond for re- 
conditioning after entry of a decree of condemnation and for- 
feiture, where such reconditioning appears equitable and feas- 
ible to the court.” Dunn, Legislative History of the Federal 
Food, Drug, and Cosmetic Act, p. 264. 

The courts which have considered Section 304 (d) of the 
1938 Act have consistently stated that District Courts have 
broad discretion in determining whether to order destruction 
or to permit reprocessing. As stated in 338 cartons ... Butter 
v. United States, 165 F. 2d 728, 730 (4th Cir., 1947): 


“It... is clearly within the sound discretion of the 
trial court whether the reprocessing of a condemned ar- 
ticle is to be allowed. (Citing cases.) And, of course, 


the decision to the trial judge can be reversed by us on 
appeal only for a manifest abuse of discretion by the trial 
judge.” 
See also, Research Laboratories, Inc. v. United States, 167 F. 
2d 410 (9th Cir., 1948), cert. denied 335 U. S. 8438. 

The reason given in this case for refusing release to the 
claimant was the obviously fruitless task that any attempt 
at relabeling would impose. Appellant consistently stated 
that its right to the use of the name “Buticaps” had been 
established by the motion for judgment on the pleadings and 
that the court and the ‘administrative agency which would 
supervise the relabeling were bound by the procedural steps 
taken to permit the continued use of the name. The court 
held that appellant was mistaken in its reliance on the admis- 
sions implicit in the motion. And since no other proposal was 
advanced, the only course open was to order destruction 
(App. 31). On appeal here, appellant contends that relabel- 
ing must be confined to those claims actually adjudicated to 
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be false and that the motion binds the Government on matters 
admitted for purpose of the motion only (Br. 22). 

Appellant argues this position as if no decree of condemna- 
tion had been entered. It states it is being deprived of a prop- 
erty right without any hearing or adjudication (Appellant’s 
Br. 22). It ignores the fact that the court has found, upon 
the appellant’s own admission, that the article involved here 
was grossly misbranded (Appellant’s App. 11, 12, 15, 16; Ap- 
pellant’s Br. 13). Upon such finding, the appellant’s rights in 
the property have been forfeited. It has no absolute right ‘at 
all to repossess the article, but may do so, if at all, by the grace 
of the court. 

Section 304 (d) of the Act [21 U. S. C. § 334 (d)] by its 
very terms contemplates more than a change in those state- 
ments actually adjudicated to be false when reprocessing is 
allowed. That section reads: 

Any * * * drug * * * condemned under this section 
shall, after entry of the decree, be disposed of by de- 
struction or sale as the court may, in accordance with 
the provisions of this section, direct and the proceeds 
thereof, if sold, less the legal costs and charges, shall 
be paid into the Treasury of the United States; but 
such article shall not be sold under such decree con- 
trary to the provisions of this Act or the laws of the 
jurisdiction in which sold: Provided, That after entry 
of the decree and upon the payment of the costs of 
such proceedings and the execution of a good and suffi- 
cient bond conditioned that such article shall not be 
sold or disposed of contrary to the provisions of this 
Act or the laws of any State or Territory in which 
sold, the court may by order direct that such article be 
delivered to the owner thereof to be destroyed or 
brought into compliance with the provisions of this Act 
under the supervision of an officer or employee duly 
designated by the Secretary, and the expenses of such 
supervision shall be paid by the person obtaining release 
of the article under bond. * * * 


The bond which a claimant repossessing condemned articles 
must supply is required to insure that the “article shall not be 
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sold or disposed of contrary to the provisions of this Act or-the 
laws of any State or Territory in which sold.” If only the 
provisions of the Federal Food, Drug, and Cosmetic Act 
specifically found by the adjudication to be violated could be 
considered in supervising relabeling, the requirement that the 
article not be sold contrary to State or Territorial law is im- 
possible of enforcement; for, charges in ‘a libel under the Fed- 
eral Food, Drug, and Cosmetic Act are confined to violations 
of that Federal law, and the Court’s judgment on the libel 
necessarily so. Yet the reprocessing contemplated by Sec- 
tion 304 (d) is to insure compliance with both State and 
Federal law. The supervising agency plainly may go beyond 
the matters adjudicated by the decree to insure compliance 
with all applicable provisions of the Federal Food, Drug, and 
Cosmetic Act, as well as state and territorial laws. 

If the agency acts arbitrarily in its supervision, the District 
Court retains jurisdiction to correct such action. See, United 
States v. 1322 Cans Black Raspberry Puree, 68 F. Supp. 881 
(N. D. Ohio, 1946). That, however, does not mean that every 
time there is a dispute over wording of new labeling or the 
method of reprocessing, the owner of the condemned article 
has a right to a full-dress trial, with a jury if he so desires. As 
stated in the Raspberry Puree case: 

“The purpose of vesting discretion and supervisory 
powers in the Food and Drug Administration was to 
avoid such a succession of suits.” 


By violating the law and introducing a misbranded drug 
into interstate commerce, the owner of the article, after there 
has been a judicial determination that the article violates the 
law, loses any right to repossess his property. He regains the 
property upon such terms and conditions as to the trial court 
seem just and proper, within the confines of the powers con- 
ferred by Section 304 (d). See, United States v. Kent Food 
Corporation, 168 F. 2d 632, 634 (2nd Cir. 1948). 

There is nothing drastic or even unusual in this procedure. 
Where an automobile, for example, is used to violate the law by 
transporting narcotics or similar contraband, the automobile is 
forfeited to the United States, and the owner may not repossess 
it except through remission by the Secretary of the Treasury, 
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even though he may not himself have known it was being used 
illegally. 49 U.S.C. A. §§ 781, 782, 784; 19 U.S.C. A. § 1618; 
Associates Investment Co. v. United States, 220 F. 2d 885 (5th 
Cir. 1955). 

Likewise, if an individual is convicted of a crime and the 
court in its discretion allows probation, reasonable conditions 
are attached to the probation other than a direction not to 
commit the same crime. Where probation is revoked, such 
revocation is reviewable only where arbitrary and unreason- 
able. See Manning v. United States, 161 F. 2d 827 (5th Cir. 
1947). 

Where a statute grants the District Court discretion as to 
the amount of a fine or the duration of a sentence, the sen- 
tence imposed is not reviewable, if within the limits set by the 
statute. Blockburger v. United States, 284 U. 8. 299, 304 
(1932); United States v. Kocmond, 200 F. 2d 370 (7th Cir. 
1952); Kawakita v. United States, 190 F. 2d 506, 528 (9th Cir. 
1951). 

So here, the refusal of the trial court to allow relabeling, 
unless the appellant were willing to abide by the direction of 
the Food and Drug Administration to change the name “Buti- 
caps” on the condemned article, is reviewable, only to deter- 
mine if such direction was arbitrary and unreasonable. 


Til 


It would have been unreasonable to allow claimant to continue 
using the name, “Buticaps,” on the condemned article, when 
the drug would not fulfill the benefits implied by that name 


Far from being arbitrary or unreasonable to require appel- 
lant to change the name, “Buticaps,” on its misbranded drug, 
it would have been contrary to the purpose of the Federal 
Food, Drug, and Cosmetic Act to release the condemned article 
and allow it to be sold as “Buticaps.” 

The purpose of the prohibition against false and misleading 
labeling in the Federal Food, Drug, and Cosmetic Act is to pro- 
tect the public from statements likely to deceive. Not only 
statements clearly false are prohibited, but those having a 
tendency or likelihood to deceive are likewise proscribed. As 
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the Supreme Court stated in United States v. 95 Barrels... 
Vinegar, 265 U.S. 438 (1924): 
It is not difficult to choose statements, designs, and de- 
vices which will not deceive. Those which are am- 
biguous and liable to mislead should be read favorably 
to the accomplishment of the purpose of the Act. 


See also, Donaldson v. Read Magazine, 333 U. S. 178, 188 
(1948) ; Aronberg v. Federal Trade Commission, 132 F. 2d 165, 
167 (7th Cir., 1942). 

To allow the sale of these vitamin pills as “beautifying 
capsules” would be to allow the claimant to continue to per- 
petrate its admitted falsehoods that the pills would effective- 
ly treat “dry or oily skin, unsightly blemishes of acne and 
other skin disorders” (Appellant’s App. 5, 11). The name 
itself implies that the pills will impart beauty, which by its 
own admissions the claimants have agreed is false. 

The continuation of the name is objectionable for the fur- 
ther reason that the appellants have been falsely promoting 
this drug for ten years or more as a beautifying agent, for the 
young and the old, the wrinkled and the pimpled (App. 22, 29). 
To allow the continued use of the same name on the drug 
is to allow them to continue to cash in on the market which 
has been made by such false advertising. In United States 
v. 3 Cartons, etc., 132 F. Supp. 569, 574 (S. D. Calif., 1952), 
the court recognized that false claims may continue to exert 
an effect after their discontinuance. The court stated: 


“Where a distributor has given its customers litera- 
ture which makes therapeutic claims for its products, 
and years later the customers continue to rely upon 
that literature in ordering and prescribing those prod- 
ucts, such literature may properly be examined by a 
Court in seeking to determine whether the products are 
drugs within the meaning of 21 U.S. C. A. 321 (g) (2). 

“Nor is it significant whether the distributor has 
stopped giving out the literature. Where a person has 
set in motion forces that result in the continued profit- 
able demand for his products, he cannot continue to fill 


447342—57——-3 
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that demand and yet avoid all responsibility for those 

forces by disclaiming he is still setting them in motion.” 

Here, too, the name itself embodies the claims made for 

the product. Exhibit I (R. 110) contains the admittedly false 

claims made for this product. In various places, statements 
such as these are made: 


“New beauty capsule combats complexion problems 
from within * * * Beauty comes from within * * * 
Yes, the revolutionary new Buticaps contain dietary 
vitamin supplements that brings beauty to your 
skin * * * from within. Just one small capsule 'a day 
will help refine pores, keep skin soft, moist and youth- 
ful. Wonderful too, for adolescent skins! Special 
capsules for dry, normal and oily skins. Have a new 
beauty look this fall with Buticaps.” 


These and other claims in the same booklet which are ‘ad- 
mitted false, are simply another and more elaborate way of 
saying that this article is a beauty capsule when clearly it is 
not. In supervising relabeling, as the statute provides (21 
U. S. C. § 334 (d)), the Food and Drug Administration cor- 
rectly insisted that all references in the labeling to making 
skin beautiful be deleted. The task of supervising re- 
labeling is not a merely ministerial one, where specific state- 
ments found false are deleted and the claimant repossessing 
the condemned article can substitute other false statements of 
similar import. Supervision of such relabeling requires the 
exercise of judgment and discretion. Judgment as to the 
meaning conveyed by words addressed to the public, discretion 
to make decisions in areas where judgment as to meaning may 
differ. 

In the present case, it is the administrative agency’s view 
that the name “Buticaps” will in and of itself convey a mis- 
leading meaning to the public. Only if this Court can say 
that such meaning cannot possibly be conveyed by the name, 
should it substitute its judgment for that of the agency which 
would supervise relabeling, and the Court in whose discre- 
tion the statute vests the power to allow or disallow relabeling. 
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CONCLUSION 


It is respectfully urged, for the foregoing reasons, that the 
decree of condemnation and destruction entered below should 
be affirmed. 

If, however, this Court is of the opinion that relabeling 
should be allowed, based upon appellant’s statement that it 
wishes to repossess and relabel the condemned article even if 
that includes changing the name “Buticaps”; then we submit 
that the mandate to the district court should include a direc- 
tion that such relabeling shall include a change in the name 
of the condemned article. Such change of name, as well ‘as 
the other details of relabeling, should be accomplished under 
the supervision of employees of the Department of Health, 
Education, and Welfare to insure that the same misleading 
statements adjudicated as false are not continued to mislead 
the public. 

Outver GascH, 
United States Attorney. 
Lewis CaRROLL, 
E. TrntMAN STIRLING, 
Assistant United States Attorneys. 


Of Counsel: 
Frank J. Kiernan, 
Attorney, Department of Justice. 
Paut M. Srerrr, 
Attorney, Department of Health, Education, and 
Welfare. 
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In THe Unirtep Srates Disraicr Court For THE 
‘ Disrricr or CoLUMBIA 


D.C. No. 18-55 


United States of America v. 127 packages, more or less of an 
article labeled in part: “Buticaps the internal skin condi- 
tioner For Normal or Dry Skin,” etc., and 77 packages, more 
or less of an article labeled in part: “Buticaps the internal 
skin conditioner For Oily Skin,” ete. 


Wasxuineron, D. C., 
January 14, 1987. 


The above-entitled cause came on for hearing on the Motion 
for Judgment on the Pleadings before the Honorable Matthew 
F. McGuire, United States District Judge, at 10:30 a. m. 

Appearances: Helena D. Reed, Assistant United States At- 


torney. Paul M. Steffy, Esq., Department of Health, Educa- 
tion, and Welfare, Counsel for the Government. Max M. 
Kampelman, Esq., Counsel for Libelee. 


PROCEEDINGS 


The Cuerx. Number eleven, United States of America v. 
127 packages, more or less, of an article labeled in part, “Buti- 
caps.” 

Mr. Sterry. May it please the Court, this is a libel action 
filed under the Federal Food, Drug, and Cosmetic Act, Sec- 
tion 304 (a) of which provides: 

“That any article of drug which is misbranded or 
adulterated when introduced into or while in inter- 
state commerce may be proceeded against and con- 
demned at any time thereafter.” 


The Court. What is the ground here, mislabeling? 
Mr. Sterry. Thisis misbranding, yes, Your Honor. 
The Courr. All right. 

(19) 
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Mr. Starry. It involves 127 packages of Buticaps and also 
77 more packages labeled a little different, also called Buti- 
caps, which in their answer the claimants have admitted are 
a drug within the meaning of the Act, and also have admitted 
are misbranded in three of the four ways alleged; namely, 
first, that it is an article of drug; it was introduced in inter- 
state commerce from Los Angeles to Washington, D. C.; that 
the article of drug had certain labels attached to the packages; 
and also was accompanied by certain labeling. They admit 
that in that labeling there were false and misleading state- 
ments, representing that the drug would promote the beauty 
of the user. 

The only question which is raised by the answer is a ques- 
tion of whether the name “Buticaps” is, in itself, false and 
misleading. 

In this status of the case, the Government filed a motion 
for judgment on the pleadings, arguing that since all the ma- 
terial allegations of the libel have been admitted, we estab- 
lished that the drug is misbranded, we have a right to a decree 
of condemnation under Section 304 (d). 

The Court. Your claim then is that the drug is misbranded 
by calling it “Buticaps”? 

Mr. Sterry. We claim, Your Honor, in the libel that the 
drug is misbranded, first, because its labeling has certain state- 
ments in there concerning the fact that the drug will promote 
the beauty of the user. These statements consume about 2 
page in the libel. They are to this effect: That the article is an 
adequate, effective treatment for dry or oily skin, unsightly 
blemishes of acne and other skin disorders in the adolescent, 
and skin conditions due to overindulgence, and so forth, and 
So on. 

All of these allegations of misbranding have been admitted 
by the claimant in their answer. 

We also claim that certain vitamins are designated incor- 
rectly on the label. This is also a misbranding and this also 
the claimants admit. 

We also claim in another designation concerning Vitellin, 
being the lecithin from the soya bean, is false and mislead- 
ing, and is also misbranding. This also the claimant admits. 
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' We filed an amended libel, in which we claim “Buticaps” 
is false and misleading. This is the only allegation which i is 
denied. 

Under the decisions of the Court, if an article is ciidicanded 
in any one way, it is subject to condemnation and rien 
to the United States. 

Since they admit the article is misbranded in three different 
‘ways, and because of a variety of statements, it is our po- 
sition that we are entitled at this time to a decree of con- 
demnation. 

The Courr. You said also that some of this drug or article 
was also found in Los Angeles, did you say? 

Mr. Sterry. I said it was shipped from Los Angeles to 
Washington. 

The Court. Have there been any other proceedings in any 
other jurisdiction? 

Mr. Sterry. No. This is a seizure action; seized up here at 
the Hecht Company. 

The Court. No other seizures? Sometimes you have mul- 
tiple seizures throughout the country. 

Mr. Sterry. No; this is the only one, sir. 

The Courr. Only one in the country. All right. 

Mr. KaMpenMAN. May it please the Court, in November 
1955, the Government seized about 204 packages of the vita- 
min preparation that is in question here from the Hecht Com- 
pany. 

This matter was brought to the attention of counsel; sat I 
went to the Food and Drug Administration in an attempt 
to ascertain the exact nature of the complaint and details of 
the libel; and I learned that the basic objections were that the 
label was misbranded in that it claimed Vitamin H to be one 
of the ingredients and the Government then asserted that 
Vitamin H was now an obsolete term. 

I pointed out to the Government that we were perfectly 
prepared to settle that and to agree to the deletion of that term, 
even though it didn’t seem to us that this was defrauding any 
body. 
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_ We checked on medical dictionaries and found “Vitamin H” 
was occasionally being used, although its alternate term, “Bio- 
tin” was also used. 

Next, we learned that the Government took exception to 
the designation that one of the ingredients was Vitellin, lecithin 
from soya bean. They argued it wasn’t lecithin from soya 
bean; it was lecithin from egg yolk. 

I pointed out to the Government officials we had Merck’s 
Medical Dictionary, which pointed out you could just as soon 
say it was lecithin from soya bean; but in spite of that fact, to 
settle the matter, we were ready to change that. 

The Government took issue with the advertising material— 
this was the only two with respect to labeling—with respect 
to the use of this vitamin and mineral preparation as a skin 
treatment. 

I again pointed out that we learned that the Bethesda Naval 
Hospital was using vitamin supplements to take care of skin 
diseases; that there were as many theories with respect to skin 
diseases as there were dermatologists practicing the medical 
specialty, but that we were prepared to rewrite the advertising 
material and come to an agreement which would be in the 
public interest, and at the same time provide a minimum of ex- 
pense to our clients. 

It was at that point the Government then took up the ques- 
tion of the name of the product, and said they would not agree 
to any settlement of this case unless the name of the product 
was changed. 

I pointed out to the Government at that time this was some- 
thing we could not agree to, since there had been years of ex- 
perience with respect to the name, good will built up around 
the country, and this would actually mean we would be agree- 
ing to go out of business. Whereupon we denied the libel. 

At that point, the Government amended its libel and added 
the third major count with respect to the name. 

We then changed our answer in order to come to a quick 
determination with respect to the issue at point, and agreed, 
did not deny the first two allegations with respect, one, to the 
label, two, to the advertising, and raised the issue with respect 
to the name. 
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. Incidentally, with respect to the name, if it please the Court, 
it has been pronounced many ways. It was pronounced this 
morning in Court at least two or three ways earlier. 

The Court. How do you pronounce it? You don’t call it 
“Buticaps” ; do you? 

Mr. KampentMan. We pronounce it “beauty-caps.” Our 
case before the Court is with respect to Buticaps. When Your 
Honor announced the case earlier in calling the calender, Your 
Honor used the term “Buticaps.” We heard that used. 

That was one particular aspect of our case, if we should get 
to the merits of it. 

Secondly, we don’t feel the Government is an arbiter of the 
definition of the term “beauty” and we feel good health could 
fall within the concept of beauty. 

The Government then moved for judgment on the pleadings. 
We do not deny, and we concede the right of the Government 
to judgment on the pleadings. It is at this point, however, 
that we come to a difference of opinion with respect to the 
Government’s case. 

The Government’s memorandum, which is before Your 
Honor, points out that it is entitled to judgment on the plead- 
ings—— 

The Courr. You are going to argue about the decree; is that 
it? 

Mr. Kampeuman. Yes. But that once judgment on the 
pleadings is granted, the product then comes within the con- 
trol of the representatives of the Food and Drug Administra- 
tion; and the Government goes on to say that when that takes 
place, in connection with any relabeling that takes place, it 
would be within the discretion of the Food and Drug Admin- 
istration to require a change of the name “Buticaps.” 

We would like to point out to Your Honor that this conten- 
tion of the Government seems to be based on a misunderstand- 
ing as to the implications of a judgment on the pleadings. 

It has been uniformly held, and is undisputed, that in the 
case of a motion for judgment on the pleadings—and I quote 
now from Moore’s Federal Practice— 


“.. . all well pleaded material allegations of the op- 
posing party’s pleadings are to be taken as true, and all 
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“the allegations of the — party which have been 


- ' denied are taken as f 


__In this case, therefore, if Your Honor please, it appears to’ 
us that a granting of the Government’s motion for judgment 
on the pleadings, in essence, means that the denial by the 
claimant with respect to the charge relating to Buticaps means 
that the charge relating to Buticaps is in essence a false charge. 

The Courr. What you are suggesting to me, by your ad- 
mission that the Government would be entitled to a judg- 
ment with respect to Allegations A, B and C, is that, how- 
ever with respect to Allegation D, which is Buticaps, that 
is denied and so, therefore, you take that out of the judg- 
ment? 

Mr. KAMPELMAN. Exactly. 

The Court. Well now, you can’t do that. I don’t think 
you can in the circumstances have it both ways. In other 
words if, for example, the motion for summary judgment is 
denied, then the matter would go to trial only on the unre- 
solved issue, and the unresolved issue for the purposes of 
trial, as admitted here, is the issue of the name Buticaps. 

Is that right? Do you follow me? 

Mr. KampetmMan. Then there would be an argument with 
respect to the merits of that claim. 

TheCourr. Thatis all. 

Mr. Kamretman. That is right. 

‘The Court. In other words, your position at trial would be 
the same as it is now. In other words: We admit the Govern- 
ment is right in A, B, and C; however, we don’t admit the 
Government is right with reference to the name,and that is 
the controversy to be resolved at time of trial. 

But my question is, how can I take A, B, and C out, and give 
the Government a judgment for A, B, and C, the so-called mis- 
labeling with reference to other claims, and leave this business 
of Buticaps up in the air or in a state of suspended animation? 
How can you do that? 

* Mr. Kamreuman. If it please the court, the implications of 
our suggestion and our case is not that it would leave this up 
in the air, but, in fact, with the granting of the judgment on 
the pleadings—and we are perfectly willing to agree to the 
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granting of that judgment, if it please the Court—there is an 
automatic declaration that that Item 4 charge of the Govern- 
ment, under the rules, is false. 

The Court. Is innocuous. 

Mr. Kamretman. Is false. And that is our position. 

Now, the Government goes on to claim in its memorandum, 
if it please the Court, that it has ample authority for the prop- 
osition that once an article is condemned by the Court, and 
assuming claimant then would set up a bond in order to claim 
that article, to the satisfaction of the officials of the Food and 
Drug Administration, relabeling would have to take place. 

The Government’s memorandum goes on to say: When that 
point is reached—after judgment on the pleadings—the Gov- 
ernment then has the right to insist on a relabeling with re- 
spect to the Item 4, the name “Buticaps.” 

The Government cites in that particular connection the case 
of United States v. 1322 Cans Black Raspberry Puree. 

We respectfully submit, Your Honor, that that case is not in 
point. In that particular case, and in the other cases similarly 
in point with respect to the Government’s position, in that 
particular case there was involved an action in which the Court 
found that a shipment of black raspberry puree was adulter- 
ated; and it ordered that shipment to be reprocessed under one 
of several methods. The Food and Drug Administration sub- 
sequently insisted that only one of those methods was to be 
followed. The claimant contested this determination. The 
Court decided in favor of the Food and Drug Administration, 
and stated as follows: 


“To interfere would be substituting the judgment of 
the Court for that of the Food and Drug Administration 
upon a matter which it is better able to decide and upon 
an issue which I think is not properly joined in this 
ease.” 

Our case, if it please the Court, the instant case, is to be 
thoroughly distinguished from that and the whole line of 
cases in that we would not in our case be dealing with a con- 
troversy over the method under which an adulterated article 
may be brought unto compliance, which was at stake in that 
case. 
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In that case, the question of whether the law was violated 
with respect to the point at issue was decided in favor of the 
libelant, in favor of the Government; whereas in the instant 
case, upon the granting of a motion for judgment on the plead- 
ings, if it please the Court, the point at issue would be decided 
in favor of the claimant and not in favor of the libelant. 

Under those circumstances, if it please the Court, where the 
Food and Drug Administration, were the Food and Drug Ad- 
ministration correct in its contention that in spite of the judg- 
ment on the pleadings it could go ahead and insist upon a 
relabeling of the name “Buticaps,”’ what the Food and Drug 
Admimistration would be taking unto itself is a right to over- 
rule the judgment of the Court. 

The Court. Well now, the Food ‘and Drug Administration 
says that this product is advertised and mislabeled as an effec- 
tive treatment for dry skin, oily skin, acne, adolescent skin 
disorders, aged skin, scaly and cracked skin, wrinkles, tired 
look, and numerous other conditions, and it is not an effective 
treatment for such conditions. 

Well now, going your way, and assuming that these allega- 
tions are true, leaving nothing else in the case but the name 
“Buticaps,” well, the name “Buticaps,” I would assume, from 
their point of view, assumes all these things. In other words, 
that this particular multiple-vitamin product, if that is what 
it is, is just as the name, itself, implies, to be used for difficul- 
ties of the kind set forth more or less in detail in the original 
label; and so, therefore, a summary judgment with that type 
of labeling doesn’t affect the main difficulty with the product, 
namely, its very name, itself, which misleads the public from 
the standpoint of misbranding. 

Mr. KaMPELMAN. First, may I submit a memorandum on 
this point to the Court. 

Secondly, let me reply to Your Honor’s questions by saying 

The Court. I assume that is what your argument would be; 
wouldn’t it? 

_ Mr. Srerry. Of course. 
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Mr. Kampetman. Let me go on to answer Your Honor’s 
question by saying this: Under our contention, the steps that 
would follow would be as follows: 

We would put up a bond to claim the material. The Food 
and Drug Administration would have to be satisfied with re- 
spect to the libel points that were the bases for the judgment 
on the pleadings; which is, one, we would have to relabel these 
two things with respect to Vitellin and with respect to Vitamin 
H, which we would be prepared todo. That is all on the label. 
Next, we would have to conform any advertising that we might 
want to issue with respect to the Food and Drug Administra- 
tion. 

It is our contention, if it please the Court, that we can do 
so and use the name “Buticaps.” 

The Courr. Well now, that is the point. That is the point. 

Mr. KaMPELMAN. That is right. And it is our contention 
that we can do so and can use the name “Buticaps.” 

The Courr. Why don’t you tell them and tell me why you 
can do that? 

The point is, as I understood it, the very name, itself, indi- 
cates something that is misleading and misbranding, because 
it is not a product that is conducive to the recovery of that 
which has been lost or to bring that there which never was 
there. 

Mr. KampetMAN. That is not necessarily the point that a 
judgment on the pleadings would decide, if it please the Court. 
It seems to me that a judgment on the pleadings would merely 
decide that the advertising material which was in fact seized 
was an exaggerated statement of claim for the product. 

The Court. Have you got one of those things there? 

I took it the Government means also that the very name, 
apart from the advertising —— 

Mr. KampeitMman. Right. 

The Court. The very name, itself, is misleading. 

Mr. KampetMAN. If it please the Court, by moving for 
judgment on the pleadings, the Government is in essence con- 
ceding, in our judgment, based on the rules of this Court, 
that point with respect to the name “Buticaps.” 
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The original claim and libel of the Government added the 
complaint with respect to the term “Buticaps.” The Gov- 
ernment then went ahead and moved for judgment on the 
pleadings. By moving for judgment on the pleadings, what 
the Government is doing—and I read again—what the Gov- 
ernment is doing is stating that the allegation which we have 
denied is an allegation which is to be taken as false. 

The Court. All right. 

Mr. KampetMan. I might go on, since Your Honor is con- 
cerning himself with the question of the merits of the prepara- 
tion, with respect to the claims of the preparation—— 

The Courr. No; I am only concerned with the name, “Buti- 
caps.” 

Mr. Kampetman. Your Honor raised the question; and I 
do want to say we have ample evidence which is why we feel 
we have a product that the vitamin supplement is in fact di- 
rectly related to the treatment. But we are ready to grant 
and will rewrite the advertising material, as well as the label. 

The Court. But you won’t do anything about the name? 

Mr. KampetMan. We are saying that the Government has 
abandoned its claim with respect to the name on the judgment 
on the pleadings. 

The Court. All right. That is fine. Let’s be practical. 
Let’s suppose, however, the Government says it has not, and 
so, therefore, I have to resolve the matter. 

Mr. Kampe~Man. Exactly. 

The Courr. But, however, let me ask you this question, as 
& practical approach to something which I assume is practical 
in the circumstances. 

Is there a disposition to listen dehors the record to anything 
the Government might suggest with reference to the name; 
or are you still determined—I don’t mean you, personally; 
meaning the company that puts this out—are they still deter- 
mined that the name is going to stand by? 

Mr. KaMPeLMAN. The basic reason why we couldn’t come 
to an agreement. We were ready to agree to rewrite the ad- 
vertising material, the label. We have years of investment 
in the name. The product is used in every major department 
store in the country. We have a good will built upon it, based 
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upon correspondence in our files, and we claim in our judg- 
ment it is a perfectly valid label which does not violate the 
law. 

The Court. All right. 

Mr. Srerry. Your Honor, may I be heard a moment on 
it? 

Your Honor, Mr. Kampelman has agreed that a judgment 
on the pleadings should be entered. Subsequent to a judg- 
ment on the pleadings, or condemnation of any nature, the 
Food and Drug Act sets up a procedure whereby the article 
may, if the claimant so moves, be taken down under bond for 
relabeling. That is a purely discretionary matter with the 
Court. Any questions arising after the decree of condemna- 
tion become discretionary either with the Court or under the 
terms of the decree with the Food and Drug Administra- 
tion. 

The Courr. Well, do you conclude that the name “Buti- 
caps” could still be used? 

Mr. Srerry. No, Your Honor. Our contention is that the 
name “Buticaps,” in and of itself, represents these capsules 
for beautification. Also we claim that this pamphlet which 
you have read, including that and other advertising which the 
claimant has put out, have put such an aura around that 
name, which is exactly why they want to keep it. They have 
already advertised it to promote beauty. They have perhaps 
hundreds, perhaps thousands of women believing this. There- 
fore, they have good will in their name. That good will has 
been built up on false advertising; and they want to continue 
the effect of that advertising without taking the name off of 
the product. 

The Courr. How long has this been going on? How long 
has it been on the market? 

Mr. Sterry. That is peculiarly within the knowledge of th 
claimant. 

The Court. Let me ask the claimant. How long has it been 
on the market? 

Mr. KaMPEeLMAN. For about ten years. 

The Court. Why the slowness in movement of the Food and 
Drug Administration? 
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Mr. Sterry. We have approximately 250 inspectors for the 
whole country who are supposed to cover the whole drug; 
cosmetic and food fields. That is quite a large area to cover. 
We never got to it before. 

Mr. KaAMPELMAN. May it please the Court, with respect to 
that very comment, I raised it with the Food and Drug Admin- 
istration. Here is an agency, adequate appropriation, ade- 
quate staff; everybody agrees its product is unadulterated, 
pure vitamin and mineral capsule, no harmful results; and 
they go after this particular company. 

The Court. He doesn’t say any harmful results. They 
say itis mislabeled. No results of the character claimed. 

Mr. Sterry That is correct. 

Mr. KamMpeLMAn. On that basis, if it please the Court, every 
medical authority grants there are some results from a vitamin 
and mineral capsule. We have evidence which will indicate. 
We are not arguing that point. We are ready to settle in 
order to save us and the Government expense. 

The Court. You can’t settle. How can you if you stand 
by the name and they won’t budge? 

‘Mr. Kamretman. This is not a motion for summary judg- 
ment. This is a motion for judgment on the pleadings. Tech- 
nically, a motion for judgment on the pleadings puts the Gov- 
ernment in the position where it is saying: Our allegations that 
have been accepted are to be fact upon which a motion for 
judgment is to be based, but that allegation and charge of ours 
which is denied, technically, under the rules of this Court—— 

The Court. You are making the same argument you made 
before. My question is a very simple one. Is there any way 
out of the impasse in which you find yourself with reference 
to the name? 

Mr. KAMPELMAN. It may be the way we can find that, if 
Your Honor please. What we will be faced with is a headache 
after this, assuming our contention is maintained. I know 
we will then attempt to claim this; and we will attempt to 
arrive at some kind of an understanding with regard to the 
advertising material. 

The Courr. If I decide the matter satin you, then you go 
to the Court of Appeals, and then it may be affirmed, or this, 
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that or the other thing may happen, a matter I am not con- 
cerned with at all. But litigation is projected over a long 
period of time, as far as you can see in the reasonable future. 
It does seem to me if there is any possibility of resolving it 
satisfactorily to both parties, you ought to conform to Govern- 
ment regulation, and I am quite sure you would. 

You have something in a name you say you have built up 
over a period of years, and you claim, or feel, at least—if you 
-don’t claim it—that it has some public benefit, from your point 
of view, that you don’t like to lose it. But there may be some 
other way that you can still have it and still conform. 

Mr. Kampetman. Well, I. think Your Honor is correct; and 
I want to say that our objective would be, assuming that our 
contention is maintained by the Court, as we think it should 
be under the rules of the Court, we would then be faced—we 
would be thrown into negotiation with the Government. That 
is the next step. Whereas, if we have to take this on further 
into the Court, there is endless expense which we are trying to 
avoid. 

The Court. If you go back with your position the same as 
it is before me with reference to the name “Buticaps,” you are 
going to get into what you don’t want to get into, namely, end- 
less negotiation, which in the end is going to be fruitless. 

Mr. Kampetman. I don’t think it—— 

The Court. If you still stand by the name; and they say, 
no, they don’t think they will permit the name to be used, you 
are right there; you are right at the end of the bridge with 
no place to go. 

Mr. Kamreuman. Let me explain to the Court why I believe 
it would not be fruitless. Because I believe upon granting of 
judgment on the pleadings by the Court, as soon as that is 
done, in our judgment, under the rules of the Court, the charge 
‘with respect to Buticaps is declared to be false. 

The Court. That may be true. Technically, it is true, ee 
sumably. But how far technicalities go into—— 

Mr. KaMPeLMAN. We would then be faced, if it please the 
Court, with the task of rewriting the label and advertising 
without changing the name. Assuming we could come to an 
agreement, we would. do everything possible as indicated 
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Mr. Sterry. We have approximately 250 inspectors for the 
whole country who are supposed to cover the whole drug, 
cosmetic and food fields. That is quite a large area to cover. 
We never got to it before. 

Mr. KaMPELMAN. May it please the Court, with respect to 
that very comment, I raised it with the Food and Drug Admin- 
istration. Here is an agency, adequate appropriation, ade- 
quate staff; everybody agrees its product is unadulterated, 
pure vitamin and mineral capsule, no harmful results; and 
they go after this particular company. 

The Court. He doesn’t say any harmful results. They 
say it is mislabeled. No results of the character claimed. 

Mr.Strerry That is correct. 

Mr. KamretMan. On that basis, if it please the Court, every 
medical authority grants there are some results from a vitamin 
and mineral capsule. We have evidence which will indicate. 
We are not arguing that point. We are ready to settle in 
order to save us and the Government expense. 

The Court. You can’t settle. How can you if you stand 
by the name and they won’t budge? 

Mr. KaMPeLMAN. This is not a motion for summary judg- 
ment. This is 2 motion for judgment on the pleadings. Tech- 
nically, a motion for judgment on the pleadings puts the Gov- 
ernment in the position where it is saying: Our allegations that 
have been accepted are to be fact upon which a motion for 
judgment is to be based, but that allegation and charge of ours 
which is denied, technically, under the rules of this Court—— 
’ The Court. You are making the same argument you made 
before. My question is a very simple one. Is there any way 
out of the impasse in which you find yourself with reference 
to the name? 

Mr. KamPreLMAN. It may be the way we can find that, if 
Your Honor please. What we will be faced with is a headache 
after this, assuming our contention is maintained. I know 
we will then attempt to claim this; and we will attempt to 
arrive at some kind of an understanding with regard to the 
advertising material. 

The Courr. If I decide the matter apeatvank you, then you go 
to the Court of Appeals, and then it may be affirmed, or this, 
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that or the other thing may happen, a matter I am not con- 
cerned with at all. But litigation is projected over a long 
period of time, as far as you can see in the reasonable future. 
It does seem to me if there is any possibility of resolving it 
satisfactorily to both parties, you ought to conform to Govern- 
ment regulation, and I am quite sure you would. 

You have something in a name-you say you have built up 
over a period of years, and you claim, or feel, at least—if you 
don’t claim it—that it has some public benefit, from your point 
of view, that you don’t like to lose it. But there may be some 
other way that you can still have it and still conform. 

Mr. Kampetman. Well, I think Your Honor is correct; and 
I want to say that our objective would be, assuming that our 
contention is maintained by the Court, as we think it should 
be under the rules of the Court, we would then be faced—we 
would be thrown into negotiation with the Government. That 
is the next step. Whereas, if we have to take this on further 
into the Court, there is endless expense which we are trying to 
avoid. 

The Courr. If you go back with your position the same as 
it is before me with reference to the name “Buticaps,” you are 
going to get into what you don’t want to get into, namely, end- 
less negotiation, which in the end is going to be fruitless. 

Mr. KamPretman. I don’t think it—— 

The Court. If you still stand by the name; and they say, 
no, they don’t think they will permit the name to be used, you 
are right there; you are right at the end of the bridge with 
no place to go. 

Mr. KamPetman. Let me explain to the Court why I believe 
it would not be fruitless. Because I believe upon granting of 
judgment on the pleadings by the Court, as soon as that is 
done, in our judgment, under the rules of the Court, the charge 
with respect to Buticaps is declared to be false. 

The Court. That may be true. Technically, it is true, pre- 
sumably. But how far technicalities go into—— 

Mr. Kamretman. We would then be faced, if it please the 
Court, with the task of rewriting the label and advertising 
without changing the name. Assuming we could come to an 
agreement, we would do everything possible as indicated 
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earlier, to the Administration officials, to change our advertis- 
ing and label to coincide with their requirements. We would 
-attempt to do business that way. 

The Courr. Counsel says, can change your advertising; and 
you must in those areas which you have agreed it ought to be 
changed. You may do this, and you may do that, but you can 
never get an agreement from the Administration on the basis 
of the name, because the name is the residuary legatee of all 
the claims made, so to speak. The name is the thing, itself. 

Mr. Kampetman. That is exactly right. 

The Court. It is misleading and misbranding. 

Mr. Srerry. That is our point. 

The Court. Can there be any negotiation looking toward 
the name resolution? 

Mr. Sterry. We would be in a very inconsistent position if 
we are to claim, as we do, that this product will not cause peo- 
ple to become beautiful, and then we allow them to name it a 
beautifying capsule, which is the effect of the name. We can’t 
put ourselves in that position. 

Mr. Kampetman. This is what I ran into constantly. In 
every effort to come to some kind of around-the-table agree- 
ment, constantly I would come up against is, you can’t con- 
tinue to do business as you are doing. 

The Court. He is saying—I don’t know how much truth 
there is in it—there is no product made that can confer beauty 
where it is lacking, or there is no product made which can bring 
out into higher relief those things which, if so brought out, 
would make the person on whom they are brought out a little 
bit more attractive. He says that can’t happen. 

Mr. Kampetman. I realize that. 

The Court. Beauty is not within, in other words, and not 
being within, it can’t be brought out. 

Mr. Kampetman. All right. And it is our contention, if 
it please the Court, though we see a Government role in many 
activities in our daily lives, we do not see the Government as 
an arbiter of the definition of the term, “beauty.” 

We furthermore state that the definition of “beauty” is 
something which could very well be identified with good 
health. Beautyrest mattresses, for example. There is no de- 
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‘frauding of the public with respect to that name. In our 
‘ease, even the word “beauty” is spelled differently, “B-u-t-i.” 
The Court. I thought it was rubber of some kind when I 

‘looked at it. 

- Mr. Kampreuman. Exactly. My secretary didn’t eniien- 
stand the case. She couldn’t understand the term, “beauty.” 
It is, therefore, our contention the Government’s position with 
respect to the name is nothing more than an effort to throw 
us out of business. They won’t talk to us. We will not sit 
back—— 

Mr. Srerry. If the name doesn’t mean anything, we can’t 
see why they don’t want to get rid of it, frankly. 

Mr. KampeLtMAN. The name has been built up over ten 
years. It has ahistory. It has excellent sales; it has a good 
record; and many people like it and find profitable results 
from it. There is an investment in it. It is very easy to 
answer the question as to why we don’t choose to abandon 
@ goodwill investment over a period of time. 

We are perfectly willing to coincide with the advertising 
requirements of the Government, as well as the labeling. 

The Court. I will have to look at it. . 

Do you want to say something else? 

Mr. Srerry. I would like to say something else in answer to 
the previous argument of Mr. Kampelman concerning our 
admitting of the denial of the fact that the word, “Buticaps 
is false and misleading. 

I just obtained his memorandum this morning and didn’t 
-have it before. 

It is my understanding on a motion for judgment on the 
pleadings, while for the purpose of the motion, all the facts 
well pleaded are taken as admitted, that that does not mean 
that where a judgment is entered for the Plaintiff, that any 
denials which were made by, in this case, the claimant are, 
therefore, admitted not only for the purposes of the motion 
but also for the purpose of other action. 

I understand the law to be just the contrary. It is just for 
the purpose of the motion. 

Mr. Kampreitman. I think Your Honor will note — the 
memorandum that we have submitted that the allegation will 
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be taken as false. If the allegation is taken as false, 1t means 
the Court’s determination is that it is false by virtue of the 
Government’s motion, not by virtue of the case we have pre- 
sented, and that the proceedings must flow from that premisé. 

The Covurr. How do you make a distinction between a mo- 
tion for judgment on the pleadings and summary judgment? 
Summary judgment is akin to the old demurrer. How do you 
make the distinction between the two? There is one. 

Mr. KaMPELMAN. Well, the actual contention of the Gov- 
ernment for motion for judgment on the pleadings is well set 
forth in the Federal Rules and cases. 

The Court. How about the motion for summary judgment? 
What is the distinction between the two? 

Mr. KamMPeLMAN. Well, in a sense, if it please the Court, 
there is much overlapping between the two. 

The Courr. I don’t want it ina sense. I want it in essence. 

Mr. Kampetman. I am not sure that I completely know. 
I would be very happy to submit a memorandum. It is just 
that the Government chose, in a sense, the field of action by 
choosing to move on a motion for judgment on the pleadings. 

Mr. Sterry. Your Honor, if our motion for judgment on the 
pleadings is granted, in that event, this argument is to a cer- 
tain extent premature, since there will have to be a posting 
of bond, and so forth. 

However, in this posture of the case, the Court has one other 
avenue open to it, and that is under Rule 12 (c). This argu- 
ment is presented, and other matters presented to the Court 
outside the pleadings, the motion for judgment on the plead- 
ings can be treated as a motion for summary judgment, and 
summary judgment can be granted. 

We also argue, Your Honor, that the factual issue presented 
by the denial of the falsity of the name “Buticaps” is so clear 
that the Court at this time, if it so desires, may decide that 
factual issue, just merely based upon the name, itself, and 
based upon the pamphlet which the Court was looking over, 
which is in the Court’s possession, was seized along with the 
articles; and making that factual determination, can grant 
judgment on all the allegations of the pleading. : 

The Court. Thank you, gentlemen. 
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‘ Mr, Kampsuman. Thank-you. 
Mr. Srerry. Thank you. | 
The Covrr. All right. 
i tee the hearing on the motion was concluded) 


In THe Unrrep Srates Distrricr Court 
For THe Disreict or CoLUMBIA 


D. C. No. 18-55 


United States of America v. 127 packages, more or less of an 
article labeled in part: “Buticaps the internal skin condi- 
_tioner For Normal or Dry Skin,” etc., and 77 packages, more 

~ or less of an article labeled in part: “Buticaps the internal 
skin conditioner For Oily Skin,” ete. 


WasuHinorton, D.C., 
April 1, 1957. 

The above-entitled cause came on for hearing on Motion 
to Relabel Condemned Articles and Oral Motion to Vacate 
Judgment on the Pleadings before the Honorable Matthew 
F. McGuire, United States District Judge, at 10:15 a. m.. 

Appearances: Helena D. Reed, Assistant United States 
Attorney. Paul M. Steffy, Esq., Department of Health, Edu- 
cation, and Welfare, Counsel for the Government. Eugene 
Gressman, Esq., Counsel for Libelee. 


' PROCEEDINGS 


The Cuierx. Number seven, the United States v. 127 
packages Buticaps. 

The Courr. Now, this strikes a bell. Didn’t we have this 
before? 

Mr. GressMan. Yes, Your Honor. 
_ The Court. What has come up now? I thought they were 
going to relabel this thing. 

Mr. GressMAN. There never was any order entered —— 

The Court. According to the memorandum I filed-—— 

Mr. GRESSMAN. Releasing the condemned articles under—— 
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The Courr. Let mesee whatIdid. This is along time ago, 
and I thought I lived through this thing and survived. 
The memorandum of January 25 was to the effect that: 


“The Government’s motion for judgment on. the 
pleadings is granted, and apart from that is not opposed 
by the libelee. 

“That being so, the seized articles are released in the: 
discretion of the Court under the provisions of 21 USC 
334 (d) for relabeling. Provided, however, that the 
claimant post a good and sufficient bond to insure com- 
pliance with the statute and that relabeling is done un- 
der the supervision of an officer or employe duly desig- 
nated by the Secretary of the Department of Health, 
Education, and Welfare, as the statute provides, the ex- 
penses of such supervision to be paid by the climant. 
The Court regards these provisions as mandatory.” 

That should have ended it. Why didn’t it end there? 

Mr. GressMAN. At the very end of that memorandum, you 
said, “Order accordingly.” 

Subsequently, on February 19, Your Honor signed an order 
for judgment on the pleadings, but nothing was said in that 
order concerning the long second paragraph of that memo- 
randum. | 

The Court. I don’t remember the order—that the order 
was signed, but from what you tell me now, I would assume 
that if the owner of the packages in question desired to take 
advantage of the provisions of the statute, all he had to do 
was to indicate that formally to the United States Attorney 
and post a bond and then the matter would be taken care 
of. 

* Isn’t that correct? 

Mr. Sterry. Your Honor, ee, I can explain what hap- 
pened. | 

Your order provided they could have it released under 
bond; and we had no objection to that. However, when 
they asked to have it released under bond, they also came 
in with the further request that they be allowed to retain the 
name “Buticaps,” which, as you recall, was one of the things 
we argued the last time. 
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Now, that is the motion which is now before Your Honor. 

The Court. Now, 334 (d) gives you a certain ameliorative 
and palliative: means of -procession. Now, you must. comply 
with that. I have no control over it. It is mandatory. ‘So, 
therefore, if you want to comply, and desire to comply, I would 
think, and I would conclude that you must in the circum- 
stances take away from the very thing which has caused all 
of this business, namely, the name, which amounts to anaareal 
ing in the view of the Government. ' 
: Mr. Gressman. Could I point out just what it is that is 
troubling the claimant on this releasing and relabeling point? 
I think I can make it very short and to the point. 

Your Honor, as you know, granted a judgment on the plead- 
ings, not 2 summary judgment; and under. Rule 12 (e), the 
rule pertaining to judgment on the pleadings, any allegation 
in the libel or the complaint which is denied by the defendant 
or the claimant here must be taken as false. 

The Court. Mr. Kampelman argued that matter fully the 
last time he was here; and I told him I was not going along 
with him. That was a technical objection to the essence of this 
controversy. The essence of the controversy is in relation to 
the labeling of this particular type of product that is on the 
market. That is the only reason the Government is here and 
the only reason you are here. 

Mr. GressMaN. It is our position we haven’t had a full day 
in Court in presenting the reasons on that amended libel. — 

The Court. You have had a complete and full day in Court, 
complete argument on the subject. I remember the matter 
very vividly and very well. That is the way it is going to be. 
You comply with the statute or I will sign another order which 
will end the matter. I have no choice aboutit. I don’t make 
the law. It is my function and responsibility to interpret it. 
I don’t always do it very well, but this particular matter I re- 
member very well, and that is the only answer. 

' ‘I told that to Mr. Kampelman when he was here. Why 
isn’t he here? He knows all about it. He sent you down. 
He sends a very good substitute, I will say. 

Mr. Gressman. I only thought that the issue was to make 

it clear by some order that—as to what was meant in relation 
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to this use of the word “Buticaps.” Let me put it this way, 
Your Honor. Perhaps I can just in one sentence state what 
our complaint boils down to here. And that is, if the matter 
had gone our way on the use of the word, “Buticaps,” would 
the Food and Drug Administration have complete discretion 
despite that finding to go ahead and require us to use another 
name, having been released under his supervision? In other 
words, it seems to me the issue here is the power of the Food 
and Drug Administration to require the change of the name 
that has not been judicially determined by an order of this 
Court to be not in compliance. 

The Courr. You are barking up another tree. This motion 
for judgment on the pleadings was not opposed by the libelee. 

Mr. GressMAN. It was in—— 

The Courr. Mr. Kampelman specifically stated in open 
Court what the particular problem was. As a matter of fact, 
if my recollection serves me correctly, he suggested that the 
matter be referred back to the Department under the provisions 
of 334 (d). DoI understand he doesn’t want that? 

Mr. Gressman. No, Your Honor, that it be referred back 
under 334 (d) to the extent that Your Honor has passed upon 
the compliance with the statute under the order for judgment 
on the pleadings. 

The Court. I didn’t pass on the compliance with the stat- 
ute because that was a matter in futuro. In other words, the 
business stood condemned, and then a possible way out for the 
respondent in the circumstances was to relabel; and relabel 
to me means that he must conform with that provision of the 
statute. 

Mr. GressMAN. Yes, Your Honor, but relabeling, of course, 
covers—— 

. The Courr. Covers Buticaps. 

Mr. GrESSMAN. Various matters in addition to Buticaps. 

The Court. How do you want it left? 

Mr. GressMAN. Well, what we would like to do would be to 
have it referred back for relabeling as to the matters as to which 
it was conceded in the answer to be misbranded and mislabeled, 
but to allow further argument on the use of the word “Buti- 
caps.” 


a oo 
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The Court. I will tell you: what I will do in the circum- 
stances. I will vacate the motion, dismissal on the pleadings, 
and put you to trial 

Mr. GressmMan. On the merits. Which would be on the 
merits. 

The Court. On the merits. Apparently you don’t see eye- 
to-eye. 

Mr. GressMaN. I think that there is a misunderstanding or 
confusion—— 

The Court. There is no misunderstanding in my mind. 

Mr. GressMAN. No, I know. There is on our part at least 
as to what Your Honor’s order means. 

The Court. All I meant was this: I took the plain language 
of the statute, which gave the respondent an opportunity in 
compliance with the statute, in consultation with the Food and 
Drug authority, to look into the possibility of relabeling this 
product so that the public wouldn’t be deceived in relation to 
it in the manner in which the Food and Drug Administration 
had claimed they are. 

Mr. GressMan. Yes. 

The Court. What that would mean in the end result, I 
don’t know. I strongly suspect, however, by virtue of the 
argument before me, it would mean that Buticaps, the name 
would have to go by the board and the respondent would have 
to rely upon its ingenuity and inspiration to get another name, 
because the point was made specifically before me that the 
claim was made that by virtue of this vitamin sufficiency being 
supplied, everybody would be beautiful instead of the com- 
mon mold in which we all appear to be. That is what I remem- 
ber about it. It was argued at length. 

Mr. Gressman. Your Honor, I would be perfectly happy 
to have a trial on that issue, vacating that judgment on the 
pleadings. 

The Court. The only issue would be on the merits. 

Mr. GressMaNn. That is right. I understand that. On the 
merits of that one issue. 

Mr. Sterry. Of course, we made the original motion for 
judgment on the pleadings, which was granted. As far as 
I know, there has been no withdrawal of the admissions made 
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in the answer, which admissions were to the effect that the 
labeling other than the name “Buticaps” was false and mis- 
leading. So if you vacate that order, we will be right back 
in the same position. 

The Court. You will be back on trial. You will have a 
judicial determination as to the wisdom of the labeling of this 
product in the fashion in which it is labeled. 

I dismissed the matter on the pleadings because there was 
no opposition by the libelee, and the suggestion was then made, 
if I recollect the matter correctly, that perhaps by utilizing the 
provisions of 334 (d) the whole difficulty might be resolved by 
way of some sort of a compromise. 

Now, apparently, they don’t want to do that. 

Mr. Sterry. Your Honor, whether they want to do it or not, 
they still have their admissions in their answer which are to 
the effect that the statements in their labeling are false and 
misleading. That being so, under the statute, judgment of 
condemnation should be entered. 

The Court. Then I will tell you: You make a motion to 
vacate; it has already been made. We have discussed it. You 
have argued it. You are opposed to it. You suggest I read 
the pleadings and answer and what the answer purports to 
admit. 

Mr. Sterry. That is right. 

The Court. I will resolve it myself. 

Mr. Sterry. On that, I believe we will be back in Court 
‘again, assuming that, as I am arguing, we should get judgment 
on the pleadings as the pleadings stand. If you enter your 
judgment on the pleadings again, it will still leave open the 
issue of the falsity or the truthfulness of the name “Buticaps.” 

The Court. That is precisely the point I have been trying 
tomake. He agrees with me, but you don’t: ' 

Mr. Sterry. I don’t agree on this point. Under 334 (d), 
as you recall, we argued the last time it is discretionary with 
‘the Court, after decree of condemnation ‘is entered, whether 
or not the article should be released. Your Honor has the 
‘power either to release it or to order that: it be destroyed. 

Now, if you, in your discretion allow‘ the relabeling, the 
statute provides that the relabeling is to be done under the 
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supervision of the Food and Drug Administration. Now, if 
that order is entered allowing it to be under the supervision 
of the Food and Drug Administration, the normal provision 
of the decree is that their judgment on the relabeling is to 
be final. However, if they act arbitrarily, of course, we agree 
they can come back to Court. 

Now, the only question, it seems to me, that is before the 
Court now and would be before the Court if the judgment 
is vacated and another judgment entered, is a question of 
whether we are acting arbitrarily in denying to them the use 
of the name “Buticaps.” . 

I believe, based upon your reading—as I recall, you read 
the labeling the last time you heard the argument on it—I 
don’t believe that we can be laid open to the charge of being 
arbitrary. 

The Courr. We were here for quite a while. I remember 
it very well. 

Mr. Sterry. That is right. 

I hate to see the whole thing thrown out and have to go 
right back to the point where we were in the first place, Your 
Honor. We will be back where we were before we even made 
our motion for judgment on the pleadings. 

Mr. GressMANn. As I understand Your Honor, it would be 
appropriate for me to file a written motion, points and 
authorities to vacate the judgment on the pleadings in light 
‘of our position. 

The Courr. I have already entertained it. You have done 
it orally. I will take it under advisement. I will also take 
your argument in opposition. Your point is it ought to stay 
the way it is. 

Mr. Starry. That is right. 

Mr. GrESSMAN. You will rule accordingly? 

The Court. I willrule accordingly. 

Mr. GressmMANn. I think our position is stated in the memo- 
randum which is in the file in connection with the judgment 
on the pleadings. I think it is set forth adequately. 

Mr. Sterry. Thank you. 

The Court. He makes a great point about the fact that 
certain allegations are admitted by the Government’s action. 
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Mr. Srerry. Well, Your Honor, the very cases he cites and 
the authorities he cites, the Art Metal Construction Co. case 
and I believe Baron and Holtzoff, or Moore on Federal Pro- 
cedure, those authorities, themselves, make clear that on a 
motion for judgment on the pleadings, when you make such 
a@ motion, you admit the allegations well pleaded for the pur- 
pose of the motion. 

The Covurr. Motion for judgment on the pleadings to me is 
tantamount to a motion for summary judgment without the 
supporting affidavits. 

Mr. Sterry. That is right. 

The Courr. That is the way I understand it. Like a motion 
to dismiss. 

Mr. GressMAN. Your Honor did not enter a summary judg- 
ment order. It was confined to Rule 12 rather than Rule 56. 

The Court. I think we understand each other. 

Mr. Sterry. On that point, if I may, on Page 2269 of Moore’s 
Federal Practice, which is cited by the claimant in this action, 
the statement is made in Footnote 6, which is directly contrary 
to their position, that the admission of the other party’s alle- 
gation is for the purpose of the motion only, and it does not 
amount to a waiver of any material issue of fact. 

In other words, I believe everyone understands that when 
you admit those things, it is just for the purpose of the motion. 
We are here now on 2a, different motion, a motion to relabel. 
Therefore, they are not admitted for the purpose of this motion. 

The Courr. Thank you. 

(Whereupon the hearing on the motion was concluded.) 
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REPLY BRIEF FOR APPELLANT 


The appellant files this brief in order to correct certain mis- 
conceptions in the appellee's brief and in order to clarify the central 





issue in this case. 


(1). Contrary to the impression sought to be created by the 
appellee (Brief, pp. 5-6, 9), appellant has never argued and does not 
now argue that the judgment on the pleadings entered in favor of the 
Government "in some mystic way operated as a judgment in favor of 
appellant over the misleading impact of the name "Buticaps. '* The 
only position of the appellant was and is as stated in its motion to 
relabel filed in the District Court (J. A. 16-17). There the appellant 
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requested inter alia that the court specify that "pursuant to the afore- 
said judgment, there has been no judicial determination in this action 
that the name 'Buticaps' does not comply with the statute, which name 
need, therefore, not be changed under the judgment entered heretofore 


in this action.” 


And so in this Court, as stated in appellant's main brief (p. 16), 
appellant maintains the position that the type of judgment sought and 
obtained by the Government "foreclosed a judicial determination of 
the disputed 'Buticaps' issue."' The judgment on the pleadings was 
expressly limited to "the undisputed and uncontested facts appearing 
in the pleadings" (J. A. 16) and hence there could not have been a 
judicial resolution of the disputed and contested "Buticaps" matter. 
That fact is now conceded by the Government in its statement (brief, 
p. 6) "that the judgment of the trial court did not determine the truth 
or falsity of the name ‘Buticaps' since it was wholly unnecessary to 
the entry of judgment." 


(2). Appellee misstates appellant's argument as to the impact 
of the motion for judgment on the pleadings on the disputed and unresol- 
ved "Buticaps" issue. On page 6 of its brief, appellee states that appel- 
lant "apparently argues that a motion for judgment on the pleadings ad- 
mits the truth of the opposing party's pleadings not only for the purpose 
of the motion, but for all future steps in the litigation." Appellant 
makes no such argument. 


It is quite true, as the authorities cited by appellant (brief, pp. 
13-15) demonstrate and as appellee concedes (brief, p.6), that the 
admissions made by a motion for judgment on the pleadings are for 
the purposes of the motion only. That plainly means that for the pur- 


poses of the Government's motion for judgment on the pleadings, the 


appellant's denial that the use of the name "Buticaps" was false and 
misleading was assumed to be true. And what were the purposes of 
that motion? Quite obviously they were to obtain a judgment of 
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condemnation and either destruction of the capsules or release for re- 
labeling under Section 304(d). It logically follows, therefore, that the 
assumption of the truth of appellant's denial carries over to the judg- 

ment of condemnation and the ensuing release. | 





To say that, however, is not to contend that there has been any 
affirmative judicial declaration in appellant's favor as to the "Buticaps" 
issue. Nor is it a conclusion that makes impossible a judicial reso- 
lution of the matter at some future step in the litigation. It simply is 
a recognition of the fact that for purposes of the motion -- including 
within those purposes all the judgments and orders that flow from that 
motion -- appellant's position on this disputed issue is assumed or 
taken to be true. That being so, appellant is entitled to the benefit 
of that assumption within the full ambit of the purposes of the Govern- 
ment's motion. ! 


| 

In other words, the appellant is entitled not to have the court 
or the administrative officials act in reliance upon the judgment so 
as to ignore the underlying assumption and so as to prevent the use 





of the name "Buticaps."' To permit them to do so would negate the 
admission or assumption of truth which underlay the motion. It 

would permit them to act as though the issue had been judicially resol- 
ved against the appellant. Such a result is to be condemned for it de- 
prives the appellant of its right to due process of law as to an issue 

which has been put into litigation by the Government. It results here 

in the destruction of a valuable property right in a name without appropri- 
ate proof or judicial consideration. 





The Government having alleged in the libel that the name 
"Buticaps" was false and misleading, appellant was entitled on the 
basis of its denial to a full day in court to attempt to disprove the 
allegation.. Under the statute it was entitled to a jury trial if it so 
requested. And it should not be deprived of this due process right to 
a full hearing on this issue, see Ewing v. Mytinger & Casselberry, Inc., 


339 U.S. 594, 598-599, by the technique of ignoring the basic nature 
| 
| 
| 
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and implications of a judgment grounded exclusively on entirely separate 


conceded issues. 


{3). The basic issue in this case thus resolves itself into the 


question whether, upon release of condemned articles under Section 
304(d), the administrative officials are free to ignore the necessary 
limitations of a judgment of condemnation based exclusively upon the 
concessions in the pleadings. Can they, in the process of bringing the 
condemned articles into "compliance with the provisions of this Act," 
resolve compliance issues which were put into litigation by the Govern- 
ment but left judicially unresolved? Or, in the words of the appellee's 
brief (p. 11), may the "supervising agency plainly ... go beyond the 
matters adjudicated by the decree to insure compliance with all appli- 
cable provisions of the Federal Food, Drug, and Cosmetic Act, as well 
as state and territorial laws," at least insofar as questions of com- 
pliance put into litigation but left unresolved are concerned? 


It is no answer to state that the lower court has broad discretion 
either to order destruction or to permit reprocessing (appellee's brief, 
pp. 8-9). Nor is an answer to be found in the fact that the food and 
drug authorities have wide discretion in supervising the reprocessing 
once the court has decided to release the articles. But what is im- 
portant is the fact that the Government called into judicial question an 
issue of compliance involving the use of the name "Buticaps." If that 
issue had been permitted to ripen into a judicial determination and if 
the appellant had prevailed on that issue, the supervising agency plainly 
could not "go beyond the matters adjudicated by the decree to insure 
compliance" (appellee's brief, p.11) as to that issue. On the other 
hand, if the matter had been resolved in favor of the Government, no 
question could be raised as to the supervising agency's right to insist 
upon a change in the name. 
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What we have here, however, is a unique situation where a 
contested issue of compliance has been left suspended in judicial air. 
And it was left so suspended on the procedural assumption that the 
appellant's denial of misbranding as to this issue was true. Under 
these narrow and limited circumstances, appellant submits that the 
supervising agency is not free to "go beyond the matters adjudicated 
by the decree" and resolve an issue of compliance that was put into 
litigation by the Government and left unresolved by the court. 


It is precisely in this context that the decision in United States 
v. 893 One-Gallon Cans, etc., 45 F.Supp. 467, 469-470 (D. Del.) be- 
comes pertinent. There Judge Leahy pointed out the obvious fact that 
"once such an article is seized the issue of adulteration or misbranding 
must be determined by the Court" and "if it is adulterated be misbran- 
ded it may be disposed of only as provided by Section 304(d). " He con- 
cluded by saying that "Destruction or release may only be had after 

| 





decree." | 

Judge Leahy thus pointed up appellant's argument to this Court 
that issues of adulteration or misbranding, or issues of compliance, 
that are the subject of a libel "must be determined by the Court." 
Only after a decree has been entered in relation to those issues can 
destruction or release be ordered. The implication is clear from 
Section 304(d) that the compliance to be enforced by the supervising 
agency upon release must be within the boundaries set by the prior 
judicial order establishing the nature of the non-compliance. It is 
for that reason that appellant here claims that the supervising agency, 
at the juncture of the proceedings in this case following the release, 
is not free to insist that the name "Buticaps" be changed. : 


(4). From the foregoing it is clear why the court below erred in 
revoking its decision to release the condemned articles and in order- 
ing their destruction. The issue is not, as appellee would have it 


(brief, pp. 12-14), whether the use of the name "Buticaps" was so 
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misleading as to make it unreasonable to allow appellant to continue 
using that name. The appellant never had an opportunity to present 
proof in substantiation of its denial of this claim and the District Court 
never made a finding on the matter or conditioned its release of the 
articles on a change in the name. And certainly this Court should not 
now attempt to pass on the reasonableness of the use of the name, as 


appellee argues (pp. 12-14). 


The only issue now before this Court as to the abuse of the 
District Court's discretion is whether that court was arbitrary in 
revoking the release and ordering destruction solely because of the 
legal arguments consistently advanced by the appellant. That such 
action was grossly arbitrary and an abuse of discretion seems too 
clear to require extended comment. 


For the foregoing reasons, as well as those set forth in appellant's 
main brief, the judgment below should be reversed and the cause re- 
manded for relabeling under Section 304(d) in accordance with the judi- 
cially determined matters of non-compliance. 

Respectfully submitted, 


EUGENE GRESSMAN 
MAXM. KAMPELMAN 


1700 K Street, N. W. 
Washington 6, D. C. 


Attorneys for Appellant. 
Of Counsel: 


Strasser, Spiegelberg, Fried & Frank 
1700 K Street, N. W. 
Washington 6, D. C. 


November 22, 1957 
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United States Court of Anpedis 


FOR THE DISTRICT OF CoLUMBys-CiRcUIT 


Buticars, INc., ET AL., APPELLANTS oe 
v. 
Unitep States OF AMERICA, APPELLEE 


PETITION FOR REHEARING OR MODIFICATION 


Comes now the United States by its attorney, the United 
States Attorney, and moves the Court to permit a rehearing 
before the same panel as heard the case originally, or for 
modification of the opinion, for the reasons herein set forth. 

On page 4 of the slip opinion, issued on January 30, 1958, 
the Court has said that after condemnation and forfeiture of 
@ misbranded drug, the terms and conditions for relabeling 
the drug to bring it into compliance with law, 21 U.S. C. $ 334 
(d), are to be fixed by the Court and not the Department of: 
Health, Education and Welfare. 

These terms and conditions are to be established through 
judicial due process, and the district court is ordered “to pro- 
ceed to the judgment of relabeling, insofar as the admitted 
violations are concerned, or, if the court be so advised, to re- 
open the case to determine the issue as to the use of the word 
‘Buticaps.’ ” 

If this means that the district court should enter a decree 
of condemnation, release the drugs under bond, and hold a 
hearing if and when a proposed new label has been submitted 
to and rejected by the statutory supervisory agency, to de- 
termine whether the rejection of we new label was arbitrary 
or capricious, we have no cbichio cat all. However, unless 
) 
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the opinion is clarified, we believe it will be read by many 
claimants as entitling them to judicial supervision of the de- 
tails of the relabeling process and, in effect, to a declaratory 
“judgment of relabeling,” as to the propriety of revised label- 
ing proposed for future use. 

Moreover, the opinion will be interpreted to require the 
Government to accept relabeling, limited to the elimination 
of the admitted falsehoods unless the judgment of condemna- 
tion is set aside, the case reopened, and the Government put 
to its proof on the alleged misbrandings the claimant does not 
admit. This, we respectfully submit, could be avoided by 
modifying the last paragraph of the opinion and substituting 
the following: 


“Accordingly, the judgment of the District Court is 
reversed; and the case is remanded to that court to 
enter a decree of condemnation and release the article 
to the claimant under 21 U.S. C. § 334 (d), to devise 
new labeling under the supervision of the Department 
of Health, Education, and Welfare.” 


Unless modified the holding would declare not only the past 
misbrandings and adjudicate the condemnation and forfei- 
ture, but also chart the future labeling practices of the claim- 
ant. The supervisory responsibility in developing new label- 
ing that will comply is by law placed on the Secretary, who 
has the expert staff needed to assist him, and not on the dis- 
trict courts who have neither the time nor the jurisdiction to 
enter advisory decrees to protect a party in the future conduct 
of its business. 

In the past four fiscal years four thousand seven hundred 
and ninety-one (4,791) seizures were accomplished under the 
Act and during the same period the Food and Drug Admin- 
istration (as agent for the Secretary of Health, Education and 
Welfare) supervised relabeling or reprocessing in eight hundred 
and fifty-nine (859) such cases. The courts could not cope 
with this problem of relabeling. Congress did not intend that 
they should. It commissioned the Secretary to perform these 
functions. 





3 


This supervisory control on relabeling is in no sense 7es 
judicata, and involves no loss of property rights since the drug 
has already been condemned. . 

We respectfully suggest that the Court modify its opinion 
to clarify its holding as to the proper functions of the district 
court and administrative agency in supervising the relabeling 
of contraband food, drugs and cosmetics. , 

Unless so modified, we believe that the opinion will be read 
to seriously burden the courts with a multiplicity of relabeling 
details in cases of this kind. 

Wherefore, it is respectfully suggested that the Court’s dis- 
cretion would most appropriately be exercised by the order of 
a rehearing. In the alternative, it is respectfully submitted 
that the opinion be modified. 

(S) Oliver Gasch, 

OLrver GascH, 

United States Attorney. 

(S) Lewis Carroll, | 

Lewis CarRROLL, 
Assistant United States Attorney. 
(S) E. Tillman Stirling, 

E. TrnuMAn STIRLING, 
Assistant United States Attorney. 

Of Counsel: 


(S) Paul M. Steffy, 
Pau. M. Srerry, 
Attorney, Department of Health, Education and 
Welfare. 
(S) Frank J. Kiernan, 
FRANK J. KIERNAN, 
Attorney, Department of Justice. 
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CERTIFICATE OF Goop FarrH 


It is hereby certified that the petition is ails in good 
faith and not for delay. 
(S) E. Tillman Stirling, 
E. Trtman STIRLING, 
Assistant United States Attorney. 


CERTIFICATE OF SERVICE 


I hereby certify that a copy of the foregoing petition for 
rehearing or modification has been mailed to attorneys for 
appellant, Eugene Gressman, Esq., and Max M. Kampelman, 
Esq:, 1700 K Street, N. W., Washington 6, D. C., this 12th 
day of March, 1958. 


(S) E. Tillman Stirling, 
E. TrLtMAN STIRLING, 
_ Assistant United States Attorney. 
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Appellant 


BUTICAPS, INC., etc., 


Vv. 
UNITED STATES OF AMERICA, 


APPEAL FROM THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


ANSWER TO 
PETITION FOR REHEARING OR MODIFICATION 


The appellant emphatically opposes the petition for rehearing or 
modification filed by the appellee in this case. The opinion and judg- 
ment of this Court rendered on January 30, 1958, are plainly correct 
and are clear in their language and intent. The appellee's petition is 
simply an attempt to create doubts where there are no doubts and to 
achieve by indirection what it failed to achieve directly. 


Thus, there is no legitimate confusion arising out of the state- 
ment of the Court, to which appellee objects, that the terms and con- 
ditions whereby the claimant regains his property "are to be fixed by 
the court and not by the Department of Health, Education and Welfare." 
(p. 4 of Opinion.) That statement only emphasizes what appellee had 
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stated in its own brief (p. 11). That statement means not that the court 
must supervise the details of the relabeling process but that the re- 
labeling process takes place under such terms and conditions as the 
court may establish. In the context of this case, where the court de- 
cree is necessarily limited to admitted mislabelings, the food and drug 
authorities are bound by that condition of the decree. They are not free 
to order relabeling as to matters not found by the court to constitute 
statutory violations. And no further elaboration of this Court's opinion 
is necessary to make clear that fact. 


More serious in its implications, however, is appellee's attempt 
to secure a modification of the last paragraph of the opinion by permit- 
ting release for unlimited "new labeling under the supervision of the 
Department of Health, Education, and Welfare." That attempt is openly 
grounded on a reluctance to accept the whole thrust of this Court's opin- 
ion with reference to the limitation of the relabeling process within the 
confines of the judicial decree giving rise to that process. What appellee 
obviously seeks to accomplish by its proposed modification is to over- 
rule this Court's opinion and to permit the food and drug authorities to 
ignore compietely any limitations of the decree in the course of the re- 
labeling. | 


To permit relabeling without regard to the judgment as limited to 
the admitted violations is to permit administrative disregard of the judi- 
cial process which is the very essence of Section 304(d). This Court 
has already decided that issue adversely to the appellee. And appellee's 
attempt by a seemingly slight modification of language to overturn that 
ruling should be denied forthwith. 

Respectfully submitted, 


EUGENE GRESSMAN 
MAX M.KAMPELMAN 


1700 K Street, N. W. 
Washington 6, D. C. 


March 21, 1958 | Counsel for Appellant 





CERTIFICATE OF SERVICE 


I hereby certify that a copy of this answer to the petition for re- 
hearing or modification was served personally on Lewis Carroll, 
Assistant United States Attorney, Counsel for appellee, this 21st day 
of March, 1958. ! 


Eugene Gressman 








